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FEDERAL FOOD, DRUG, AND COSMETIC ACT 
(Chemieal Additives in Food) 


TUESDAY, JANUARY 31, 1956 


House or REPRESENTATIVES, 
SuBCOMMITTEE ON HEALTH AND SCIENCE OF THE 
CoMMITTEE ON INTERSTATE AND ForREIGN COMMERCE, 
Washington, D. C. 

The subcommittee met at 10 a. m., pursuant to notice, in room 1334 
of the House Office Building, Hon. J. Percy Priest (chairman) pre- 
siding. 

The Cuatrman. The Health and Science Subcommittee will come 
to order. 

This morning the subcommittee is beginning hearings on a number 
of bills designed to amend the Federal Food, Drug, and Cosmetic Act 
with regard to chemical additives in food. 

I wish, first, to say a few words about the origin of some of the 
10 bills on which the hearings are being held. Some of these bills 
were introduced by my distinguished colleague from Minnesota and 
myself at the behest of different industry groups. It is my under- 
standing that the two latest bills introduced by Mr. O’Hara and 
myself—H. R. 8271 and H. R. 8275—are the result of a substantial 
agreement reached with regard to this legislation by the food indus- 
tries and the chemical manufacturers. 

I need not go into details concerning the differences between these 
two latest bills and earlier bills introduced by Mr. O’Hara and myself, 
because I am certain that the witnesses representing the chemical 
manufacturers and the food industries will elaborate on these dif- 
ferences at considerable length. 

The bill that Mr. Delaney introduced grew out of hearings which 
were held before a select committee of which he was chairman 3 years 
ago. Congressman Miller of Nebraska, has introduced a new bill, 
H. R. 8748, which supersedes an earlier one introduced by him under 
the number of H. R. 5927. Mr. Delaney and Mr. Miller will discuss 
the background and provisions of their bills as soon as I have com- 
pleted a few additional remarks. 

The introduction of numerous bills on the same subject gives the 
appearance of basic disagreement. However, just the reverse is true. 
There is basic agreement among proponents of this legislation with 
regard to the need for additional legislation. The industries con- 
cerned—those who manufacture the chemicals in question and those 
who use them in connection with food products—and the Government 
agencies are in agreement that an advance determination by the Gov- 
ernment as to the acceptability of a chemical in connection with foods 
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is desirable from the point of view both of the industries concerned, 
the Government, and the consumer. 

It has been my experience and others will have undoubtedly made 
the same observation—that parties who are in agreement on basic 
premises but disagree as to details, sometimes put up a better fight 
than persons who are in fundamental disagreement. 

As I indicated in my recent luncheon talk commemorating the 
passage of the first Federal food and drug laws in 1906: 

Our food and drug legislation today is no longer concerned with the basic 
principle of consumer protection, for this principle has been accepted. Instead, 
the writing of new food and drug legislation today is generally concerned with 
designing methods and procedures to deal with some new situation. 

I stated that the contribution of this committee with regard to many 
recent food and drug amendments has been “to prod” if I might use 
that word— 


the representatives of industry and Government to compromise extreme posi- 
tions—and to find solutions which will accomplish the desired objectives with- 
out sacrificing principle or causing unnecessary hardship. 


I referred specifically to the chemical additive bills now before us and 
I stated that— 


the issues raised by these bills are of the kind which require a cooperative ap- 
proach in order to bring about legislation which will give the consumer the pro- 
tection to which he is entitled without imposing unnecessary hardships on the 
producers of the food additives and the food processors who are using these 
additives. 


During the 83d Congress this committee worked hard to bring about 
final agreement among all parties concerned with regard to pesticide 
legislation. It is my sincere hope that the splendid example which 
was set by the industries concerned and the responsible Government 
officials will be emulated in the case of this legislation and that before 
any bill is reported by this committee to the floor of the House, the 
interested groups and officials who are already in agreement with re- 
gard to the basic principles underlying this legilsation will also reach 
complete agreement. on the povesdret detatle involved in these bills. 

I want to put into the record at this point the bills on which our 
hearings are held this morning and also the department reports, and 
then we shall hear from our colleagues, Mr. Miller and Mr. Delaney. 

(The bills and reports are as follows :) 


[H. R. 4475, 84th Cong., Ist sess. ] 


A BILL To protect the public health by amending the Federal Food, Drug, and Cosmetic 
Act so as to provide for the safety of chemical additives in food 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by the addition of the following paragraph : 

““(s) The term ‘chemical additive’ means any substance (including products 
resulting from changes in such substance after use) which (1) is intended for 
use (A) as a food or (B) to preserve or alter any food or any characteristic of 
any food; or (C) for any other purpose in producing, processing packing, 
transporting, wrapping, or holding food if such use is likely to result in the con- 
tamination of food, but shall not include pesticide chemicals used in the produc- 
Uon. storage. or transportation of raw agricultural commodities, as defined in 
section 201 (q) of this Act; and (2) is not generally recognized, among experts 
qualified by scientific training and experience to evaluate the safety of chemical 
additives, as having been adequately tested to show that it is not poisonous or 
deleterious, or is a poisonous or deleterious substance which is not generally rec- 
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ognized among such experts as having been adequately tested to show that it is 
safe for its intended use.” 

Sec. 2. Section 301 of the Federal Food, Drug, and Cosmetic Act is amended 
by changing “404 or 505” in subsection (d) to “404, 409, or 505”; and ‘404, 505, 
506, 507, or 704” in subsection (j) to “404, 409, 505, 506, 507, or 704”. 

Sec. 3. Section 304 of such Act is amended by changing ‘404 or 505” in sub- 
sections (a) and (d) to “404, 409, or 505”. 

Sec. 4. Section 402 (a) of such Act is amended by changing the period at the 
end to a semicolon and adding: “or (7) if it is, or bears or contains a chemical 
additive, unless the use of such chemical additive has been approved pursuant 
to section 409.” 

Sec. 5. The following section shall be added to chapter IV of such Act: 


“CHEMICAL ADDITIVES 


“Sec. 409. (a) No person shall introduce or deliver for introduction into 
interstate commerce any chemical additive, unless the use of such chemical 
additive has been approved pursuant to this section. 

““(b) Any person may file with the Secertary an application for the issuance 
of an order approving the use of a chemical additive. There shall be submitted 
to the Secretary with the application (1) a statement of the intended use of 
the chemical additive and demonstrating that such employment of the chemical 
additive will serve a purpose which will be useful to the consuming public; (2) 
reports of investigations which have been made to determine the acute and 
chronic toxicity and other potentiality for harm of the chemical additive; (3) a 
statement of the composition of the chemical additive; (4) a description of 
methods of analysis for the quantitative determination of the chemical additive, 
and its reduction products, in or on food; (5) such samples of the chemical 
additive as the Secretary may require; (6) all directions, recommendations and 
suggestions proposed for the use of the chemical additive; and (7) if the chemi- 
cal additive is a poisonous or deleterious substance, reports of investigations 
which have been made to show the quantities of the chemical additive remaining 
in or on the food and that it is required for its intended use. 

“(e) The Secretary shall issue an order approving the application within 
ninety days after the filing of the application if the Secretary finds that the 
reports submitted to him pursuant to subsection (b) demonstrate (1) that the 
chemical additive is not a poisonous or deleterious substance or if it is that it is 
safe and required for its intended use, and (2) that the intended use of the 
chemical additive will serve a purpose which will be useful to the consuming 
public ; otherwise, except as provided in subsection (d), the Secretary shall issue 
an order within said ninety days refusing to approve the application. 

“(d) Within said ninety-day period specified in subsection (c), the Secretary, 
when he deems such action advisable or upon notification from the applicant, 
shall submit the application and other data before him to an advisory com- 
mittee to be appointed pursuant to subsection (f). Within sixty days after such 
referral, or within an additional thirty days if the committee deems such addi- 
tional time necessary, the committee, after independent study of the data sub- 
mitted to it by the Secretary, shall certify to him a report and recommendations 
on the proposal in the application, together with all underlying data and a state- 
ment of the reasons for the recommendations. Within thirty days after such 
certification, the Secretary, after giving due consideration to all the material, 
including such report and recommendations, then before him, shall issue an 
order approving the application if he finds that the chemical additive is not a 
poisonous or deleterious substance or if it is that it is safe and required for 
its intended use, and that its intended use will serve a purpose which will be 
useful to the consuming public; otherwise the Secretary shall issue an order 
within said thirty days refusing to approve the application. In determining 
whether a chemical additive is safe under subsection (c) or (d), the Secretary 
shall take into account the other ways in which the consumer may be affected 
by the same substance or other substances. 

“(e) Within thirty days after the issuance of an order under subsection (c) 
or (d), any person adversely affected may file objections thereto with the Secre- 
tary specifying the reasons he deems the order objectionable and requesting a 
public hearing upon such objections. After furnishing due notice, the Secretary 
shall thereupon hold a public hearing for the purpose of receiving evidence 
relevant and material to the issues raised by such objections. Any report, 
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recommendations, underlying data and reasons certified to the Secretary by an 
advisory committee shall be made a part of the record of the hearing. The 
advisory committee shall designate one of its members to appear and testify at 
any such hearing with respect to its report and recommendations upon request 
of the officer conducting the hearing or any person adversely affected: Provided, 
That this shall not preclude any other member of the advisory committee from 
appearing and testifying at such hearing. As soon as practicable after comple- 
tion of the hearing, the Secretary shall act upon such objections and issue an 
order. Such order shall be based only on substantial evidence of record at such 
hearing, including any report, recommendations, underlying data, and reasons 
certified to the Secretary by an advisory committee, and shall set forth detailed 
findings of fact upon which the order is based. No such order shall take effect 
prior to the ninetieth day of its publication, unless the Secretary finds that 
emergency conditions exist necessitating an earlier effective date, in which event 
he shall specify in the order his findings as to such conditions. 

“(f) Whenever an application is referred to an advisory committee, the Secre- 
tary shall appoint a committee of competent experts to review the application 
and to make a report and recommendations thereon. Each such advisory com- 
mittee shall be composed of experts qualified in the subject matter of the appli- 
eation and of adequately diversified professional background selected by the 
National Academy of Sciences: Provided, That in the event of disability or 
refusal of the National Academy of Sciences to act, the Secretary shall select 
such a committee. The size of the committee shall be determined by the Secre- 
tary. Members of an advisory committee shall receive as compensation for their 
services a reasonable per diem, which the Secretary shall by rules and regula- 
tions prescribe, for time actually spent in the work of the committee, and shall in 
addition be reimbursed for their necessary traveling and subsistence expenses 
while so serving away from their places of residence. The members shall not be 
subject to any other provisions of law regarding the appointment and compen- 
sation of employees of the United States. The Secretary shall furnish the com- 
mittee with adequate clerical and other assistance. 

“(g) Any person adversely affected, and representatives of the Department 
of Health, Education, and Welfare, shall have the right to consult with any 
advisory committee provided for in subsection (f) in connection with the 
application. 

‘‘(h) Orders issued under this section, and orders amending or repealing such 
orders, may be appealed by any person adversely affected in accordance with the 
provisions of section 505 (h) : Provided, That the findings of the Secretary shall 
be sustained if supported by substantial evidence when considered on the record 
as a whole. 

“(i) The Secretary shall promulgate regulations establishing the procedure 
by which orders issued under this section may be amended or repealed, and 
such procedure shall conform to the procedure provided in this section for the 
promulgation of regulations, including the appointment of advisory committees 
and the procedure for referring applications to such committees. 

“(j) The Secretary shall promulgate regulations exempting from the oper- 
ation of this section chemical additives intended solely for investigational use 
by experts qualified by scientific training and experience to investigate the 
safety of such chemical additives.” 

Sec. 6. The Secretary of Health, Education, and Welfare, by regulation, shall 
require the payment of such fees for the performance of the Secretary’s func- 
tions under this statute as will in the aggregate, in the judgment of the Secretary, 
be sufficient over a reasonable term to provide, equip, and maintain an adequate 
service for such function. 

Sec. 7. This statute shall take effect six months after the date of its enactment. 





[H. R. 7605, 84th Cong., Ist sess. ] 


A BILL To protect the public health by amending the Federal Food, Drug, and Cosmetic 
Act to prohibit the use in food of new food additives which have not been adequately 
tested to establish their safety 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug 
and Cosmetie Act is amended by adding at the end thereof the following new 
paragraph: 
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“(s) The term ‘new food additive’ means any substance used, or intended 
to be used, to preserve or alter any food or for any other purpose in manufac- 
turing, producing, processing, packing, wrapping, transporting, or holding food, 
which is not generally recognized among experts qualified by scientific train- 
ing and experience to evaluate the safety of such substances, as having been 
adequately shown, through prolonged use in or on food or through scientific 
procedures, to be safe when used in or on a food in a specified manner and 
quantity. The term does not include pesticide chemicals in or on raw agri- 
cultural commodities.” 

Sec. 2. Section 301 (j) of the Federal Food, Drug and Cosmetic Act, is 
amended to read as follows: “The using by any person to his own advantage, 
or revealing, other than to the Secretary or officers or employees of the Depart- 
ment, or to the courts when relevant in any judicial proceeding under this Act, 
any information acquired under authority of section 404, 409, 505, 506, 507, or 704 
concerning any method or process which as a trade secret is entitled to 
protection.”’. 

Sec. 3. Clause (2) of section 402 (a) of the Federal Food, Drug, and Cos- 
metic Act is amended to read as follows: 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance which is unsafe within the meaning of section 406 (a), except a 
pesticide chemical in or on a raw agricultural commodity and except a new 
food additive, or (B) if it is a raw agricultural commodity and it bears or 
contains a pesticide chemical which is unsafe within the meaning of section 
408 (a), or (C) if it is or if it bears or contains a new food additive which 
is unsafe within the meaning of section 409 (a): Provided, That if with 
respect to the use of any new food additive a regulation is issued under sec- 
tion 409 announcing that such new food additive is safe when used in or on a 
food in a specified manner and quantity such new food additive when so used and 
the food in or on which it is so used shall be deemed not to be adulterated ;”’. 

Sec. 4. Section 406 (a) is amended by adding at the end thereof the follow- 
ing: “: Provided, however, That this section shall not apply to any new food 
additive found to be safe under section 409”. 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetie Act is amended 
by adding at the end thereof the following new section: 


“NEW FOOD ADDITIVES 


“Sec. 409. (a) UNsare Foop Appitives.—Any new food additive shall be 
deemed unsafe for the purpose of the application of clause (2) (B) of section 
402 (a) unless a regulation has been issued by the Secretary pursuant to this 
section announcing that said additive is safe when used in or on a food in 
the manner and quantity specified in the regulation. 

“(b) Apprication To SHow Sarety.—Any interested person shall have the 
right to file with the Secretary an application containing pertinent data for 
the purpose of establishing that a new food additive is safe when used in a 
specified manner and quantity. The application shall contain data showing— 

“(A) the name and all pertinent information concerning the new food 
additive, including where available, its chemical identity and composition; 

“(B) a full description of the methods used in, and the facilities and 
controls used for, the production of the new food additive; 

“(C) a descrintion of the methods for quantitative determination of 
the new food additive, and its reduction products, in or on the food re- 
ferred to in the application: 

“(TD) all directions, recommendations, and suggestions proposed for the 
use of the new food additive, including specimens of labeling proposed in 
coninnction with its use: 

“(E) full renorts of investigations made with respect to the toxicity or 
other notentiality for harm of the new food additive: 

“(F) samples of the new food additive, of articles used as comnonents 
thereof, and of the food in or on which the new food additive is proposed 
to he need shall he furnished to the Secretary unon request: and 

“(G) a pronosed regulation announcing that the new food acditive is 
safe when used in or on the food in the manner and quantity specified; and 
reasonable grounds in svrnnort thereof, 

“The nronosed regulation shall be published by the Secretarv within thirtv davs 
after filine who shall efford al interested parties an opportunity to present their 
views thereon, orally or in writing. 
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“(c) AcTION ON APPLICATION.—As soon as practicable after the filing of the 
application, and in no event more than one hundred and twenty days thereafter, 
the Secretary shall issue a regulation announcing that the new food additive is 
safe when used in or on food in a specified manner and quantity, or shall notify 
the applicant that no such regulation will be issued and the reasons therefor. 

“Whenever the scientific data available with respect to such new food additive 
establish the reasonable probability that such new food additive can be used in 
the manner and quantity specified without rendering the food in or on which 
it is used injurious to health, the Secretary shall issue the before-mentioned 
regulation announcing that the new food additive is safe when used in or on the 
specified food in the specified manner and quantity. 

“The Secretary shall, in determining whether the proposed new food additive 
is a substance which can be used in or on food in a manner and quantity specified 
without rendering said food injurious to health, consider among other relevant 
factors— 

“(1) the probable consumption of the new food additive and any food in or 
on which it is intended to be used as a component ; 

“(2) the cumulative effect in the diet of man of the new food additive 
and where relevant because of their use in or on foods, any chemically or 
pharmacologically related substance or substances ; and 

“(3) appropriate safety factors for transposing animal] experimentation 
data to practical use in appraising the hazard to man. 

“(d) OpsecTION TO REGULATIONS; PUBLIC HEARING ON OBJECTIONS; FINAL 
OrpeR.—Within thirty days after publication of said regulation or receipt of notice 
that no such regulation will be issued, any person adversely affected thereby may 
file objections thereto with the Secretary, specifying with particularity the 
reasons the regulation or notice is deemed objectionable, and requesting a public 
hearing upon such objections. The Secretary shall thereupon, after due notice, 
hold a public hearing for the purpose of receiving evidence relevant and material 
to the issues raised by such objections. As soon as practicable after completion of 
the hearing, and in no event more than one hundred and twenty days thereafter, 
the Secretary shall act upon such objections and by order deny the same or make 
public a regulation announcing that the new food additive is safe when used 
in or on the proposed food or foods in the specified manner and quantity. Such 
order shall be based only on substantial evidence of record at such hearing, and 
shall set forth detailed findings of fact upon which the order is based. No such 
order shall take effect prior to the ninetieth day after its publication, unless the 
Secretary finds that emergency conditions exist necessitating an earlier effective 
date, in which event the Secretary shall specify in the order his findings as to such 
conditions. 

“(e) JuprcraL Review.—(1) In a case of actual controversy as to the validity 
of any order under paragraph (d) of this section, any person who will be adversely 
affected by such order may obtain judicial review by filing in the United States 
court of appeals for the circuit wherein such person resides or where he transacts 
business within sixty days after the entry of such order, a petition praying that 
the order be modified or set aside in whole or in part. 

“(2) A copy of the petition shall be forthwith served upon the Secretary, or 
upon any officer designated by him for that purpose, and thereupon the Secretary 
shall certify and file in the court a transcript of the proceedings and the record on 
which he based his order, or such parts of such record and proceedings as may be 
required by court rule. Upon such filing, the court shall have exclusive juris- 
diction to modify, affirm, or set aside the order complained of in whole or in 
part, or to require the Secretary to take other action in accordance with law. 
The findings of the Secretary with respect to questions of fact shall be sustained 
if supported by substantial evidence when considered on the record as a whole. 

“(3) If application is made to the court for leave to adduce additional evi- 
dence, the court may order such additional evidence to be taken before the Sec- 
retary and to be adduced upon the hearing in such manner and upon such terms 
and conditions as to the court may seem proper, if such evidence is material and 
there were reasonable grounds for failure to adduce such evidence in the proceed- 
ings below. The Secretary may modify his findings as to the facts and order by 
reason of the additional evidence so taken, and shall file with the court such 
modified findings and order. 

“(4) The judgment of the court in proceedings under this section shall be final, 
subject to review by the Supreme Court of the United States upon certiorari or 
certification as provided in section 1254 of title 28 of the United States Code. 
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The commencement of proceedings under this section shall not, unless specifically 
ordered by the court to the contrary, operate as a stay of an order. The courts 
shall advance on the docket and expedite the disposition of all causes filed therein 
pursuant to this section. 

“(f) AMENDMENT AND REPEAL OF REGULATIONS.—The Secretary shall prescribe 
by regulations the procedure by which regulations under this section may be 
amended or repealed, and such procedure shall conform to the procedure provided 
in this section for the promulgation of regulations.” 

Sec. 6. There are hereby authorized to be appropriated, out of any moneys 
in the Treasury not otherwise appropriated, such sums as may be necessary for 
the purpose and administration of this Act. 


EFFECTIVE DATE 


Sec. 7. This Act shall take effect upon the date of its enactment. 


[H. R. 7606, 84th Cong., 1st sess.] 


A BILL To protect the public health by amending the Federal Food, Drug, and Cosmetic 
Act to prohibit the use in food of new food additives which have not been adequately 
tested to establish their safety 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraph : 

“(s) The term ‘new food additive’ means any substance used, or intended to 
be used, to preserve or alter any food or for any other purpose in manufacturing, 
producing, processing, packing, wrapping, transporting, or holding food, which 
is not generally recognized among experts qualified by scientific training and 
experience to evaluate the safety of such substances, as having been adequately 
shown, through prolonged use in or on food or through scientific procedures, to 
be safe when used in or on a food in a specified manner and quantity. The term 
does not include pesticide chemicals in or on raw agricultural commodities.” 

Sec. 2. Section 301 (j) of the Federal Food, Drug, and Cosmetic Act, is amended 
to read as follows: “The using by any person to his own advantage, or revealing, 
other than to the Secretary or officers or employees of the Department, or to the 
courts when relevant in any judicial proceeding under this Act, any information 
acquired under authority of section 404, 409, 505, 506, 507, or 704 concerning 
any method or process which as a trade secret is entitled to protection.” 

Sec. 3. Clause (2) of section 402 (a) of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance which is unsafe within the meaning of section 406 (a), except a 
pesticide chemical in or on a raw agricultural commodity and except a new 
food additive, or (B) if it is a raw agricultural commodity and it bears or con- 
tains a pesticide chemical which is unsafe within the meaning of section 408 
(a), or (C) if it is or if it bears or contains a new food additive which is unsafe 
within the meaning of section 409 (a): Provided, That if with respect to the 
use of any new food additive a regulation is issued under section 409 announcing 
that such new food additive is safe when used in or on a food in a specified 
manner and quantity, such new food additive when so used and the food in or 
on which it is so used shall be deemed not to be adulterated ;”. 

Sec. 4. Section 406 (a) is amended by adding at the end thereof the following: 
“*: Provided, however, That this section shall not apply to any new food additive 
found to be safe under section 409.” 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended 
by adding at the end thereof the following new section : 


“NEW FOOD ADDITIVES 


“Sec. 409. (a) UNSAFE Foop AppiTives.—Any new food additive shali be 
deemed unsafe for the purpose of the application of clause (2) (B) of section 
402 (a) unless a regulation has been issued by the Secretary pursuant to this 
section announcing that said additive is safe when used in or on a food in the 
manner and quantity specified in the regulation. 

“(b) APPLICATION To SHOW Sarety.—Any interested person shall have the 
right to file with the Secretary an application containing pertinent data for the 
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purpose of establishing that a new food additive is safe when used in a specified 
manner and quantity. The application shall contain data showing— 

“(A) the name, and all pertinent information concerning the new food 
additive, including where available its chemical identity and composition ; 

“(B) a full description of the methods used in, and the facilities and con- 
trols used for, the production of the new food additive; 

“(C) a description of the methods for quantitative determination of the 
new food additive, and its reduction products, in or on the food referred to 
in the application ; 

“(D) all directions, recommendations, and suggestions proposed for the 
use of the new food additive, including specimens of labeling proposed in 
conjunction with its use ; 

“(E) full reports of investigations made with respect to the toxicity or 
other potentiality for harm of the new food additive; 

“(F) samples of the new food additive, of articles used as components 
thereof and of the food in or on which the new food additive is proposed 
to be used shall be furnished to the Secretary upon request; and 

“(G) a proposed regulation announcing that the new food additive is 
safe when used in or on the food in the manner and quantity specified; and 
reasonable grounds in support thereof. 

“The proposed regulation shall be published by the Secretary within thirty 
days after filing who shall afford all interested parties an opportunity to present 
their views thereon, orally or in writing. 

“(e) Action on APPLICATION.—As soon as practicable after the filing of the 
application, and in no event more than one hundred and twenty days thereafter, 
the Secretary shall issue a regulation announcing that the new food additive is 
safe when used in or on food in a specified manner and quantity, or shall notify 
the applicant that no such regulation will be issued and the reasons therefor, 

“Whenever the scientific data available with respect to such new food additive 
establish the reasonable probability that such new food additive can be used 
in the manner and quantity specified without rendering the food in or on which 
it is used injurious to health, the Secretary shail issue the before-mentioned 
regulation announcing that the new food additive is safe when used in or on 
the specified food in the specified manner and quantity. 

“The Secretary shall, in determining whether the proposed new food additive 
is a substance which can be used in or on food in a manner and quantity speci- 
fied without rendering said food injurious to health, consider among other rele- 
vant factors— 

(1) the probable consumption of the new food additive and any food 
in or on which it is intended to be used as a component; 

“(2) the cumulative effect in the diet of man of the new food additive 
and where relevant because of their use in or on foods, any chemically 
or pharmacologically related substance or substances; and 

“(3) appropriate safety factors for transposing animal experimentation 
data to practical use in appraising the hazard to man. 

“(d) OBJECTION TO REGULATIONS; PUBLIC HEARING ON OBJECTIONS; FINAL 
OrpDER.—Within thirty days after publication of said regulation or receipt of 
notice that no such regulation will he issued, any person adversely affected 
thereby may file objections thereto with the Secretary, specifying with particu- 
larity the reasons the regulation or notice is deemed objectionable, and request- 
ing a public hearing upon such objections. The Secretary shall thereupon, after 
due notice, hold a public hearing for the purpose of receiving evidence relevant 
and material to the issues raised by such objectives. As soon as practicable 
after completion of the hearing, and in no event more than one hundred and 
twenty days thereafter, the Secretary shall act upon such objections and by 
order deny the same or make public a regulation announcing that the new food 
additive is safe when used in or on the proposed food or foods in the specified 
manner and quantity. Such order shall be based only on substantial evidence 
of record at such hearing, and shall set forth detailed findings of fact upon which 
the order is based. No such order shall take effect prior to the ninetieth day 
after ity publication, unless the Secretary finds that emergency conditions exist 
necessitating an earlier effective date, in which event the Secretary shall specify 
in the order his findings as to such conditions. 

“(e) JupicraL Review.—(1) In a case of actual controversy as to the validity 
of any order under paragraph (d) of this section, any person who will be 
adversely affected by such order may obtain judicial review by filing in the 
United States court of appeals for the circuit wherein such person resides or 
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where he transacts business within sixty days after the entry of such order, a 
petition praying that the order be modified or set aside in whole or in part. 

“(2) A copy of the petition shall be forthwith served upon the Secretary, 
or upon any officer designated by him for that purpose, and thereupon the 
Secretary shall certify and file in the court a transcript of the proceedings and 
the record on which he based his order, or such parts of such record and pro- 
ceedings as may be required by court rule. Upon such filing, the court shall 
have exclusive jurisdiction to modify, affirm, or set aside the order complained 
of in whole or in part, or to require the Secretary to take other action in ac- 
cordance with law. The findings of the Secretary with respect to questions of 
fact shall be sustained if supported by substantial evidence when considered 
on the record as a whole. 

“(3) If application is made to the court for leave to adduce additional evi- 
dence, the court may order such additional evidence to be taken before the 
Secretary and to be adduced upon the hearing in such manner and upon such 
terms and conditions as to the court may seem proper, if such evidence is material 
and there were reasonable grounds for failure to adduce such evidence in the 
proceedings below. The Secretary may modify his findings as to the facts and 
order by reason of the additional evidence so taken, and shall file with the court 
such modified findings and order. 

“(4) The judgment of the court in proceedings under this section shall be 
final, subject to review by the Supreme Court of the United States upon cer- 
tiorari or certification as provided in section 1254 of title 28 of the United States 
Code. The commencement of proceedings under this section shall not, unless 
specifically ordered by the court to the contrary, operate as a stay of an order. 
The courts shall advance on the docket and expedite the disposition of all causes 
filed therein pursuant to this section. 

““(f) AMENDMENT AND REPEAL or ReGuLAtions.—The Secretary shall prescribe 
by regulations the procedure by which regulations under this section may be 
amended or repealed, and such procedure shall conform to the procedure pro- 
vided in this section for the promulgation of regulations.” 

Sec. 6. There are hereby authorized to be appropriated, out of any moneys 
in the Treasury not otherwise appropriated, such sums as may be necessary for 
the purpose and administration of this Act. 


EFFECTIVE DATE 


Sec. 7. This Act shall take effect upon the date of its enactment. 


[H. R. 7607, 84th Cong., 1st sess. ] 


A BILL To amend the Federal Food, Drug, and Cosmetic Act for the protection of the 
public health, by prohibiting new food additives which have not been adequately pre- 
tested to establish their safe use under the conditions of their intended use 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraph: 

“(s) The term ‘new food additive’ means any substance hereafter intended to 
be newly used for any purpose in the manufacture, packing, processing, prepara- 
tion, or other fabrication of any food, or in the packaging, transporting, or hold- 
ing of it, which (1) thus becomes or could reasonably be expected to become a 
component of such food and (2) is not generally recognized, among experts quali- 
fied by scientific training and experience to evaluate the safety of food, as safe 
for use under the conditions of its intended use. The term dves not include 
a pesticide chemical in or on a raw agricultural commodity; or any substance 
which, prior to the effective date of this Act, was used in the United States in 
a particular food or class of foods for the intended purpose; or any substance 
permitted in a food, by or under this Act. Each new food additive shall be 
deemed a food, for the purposes of this Act.” 

Sec. 2. Paragraph (j) of section 301 of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(j) The using by any person to his own advantage, or revealing, other than 
to the Secretary or officers or employees of the Department, or to the courts 
when relevant in any judicial proceeding under this Act, any information 
acquired under authority of section 404, 409, 505, 506, 507, or 704 concerning 
any method or process which as a trade secret is entitled to protection.” 
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Sec. 3. Section 301 of the Federal Food, Drug, and Cosmetic Act is further 
amended by adding at the end thereof the following new paragraph: 

“(o) A violation of section 409 (e).” 

Sec. 4. Clause (2) of section 402 (a) of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance (except a pesticide chemical in or on a raw agriculturai commodity, 
or a new food additive) which is unsafe within the meaning of section 406, or 
(B) if it is a raw agricultural commodity and it bears or contains a pesticide 
chemical which is unsafe within the meaning of section 408 (a), or (C) if it is 
or if it bears or contains a new food additive which is unsafe within the meaning 
of section 409 (a) ;”. 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended 
by adding at the end thereof the following new seefion: 


NEW FOOD ADDITIVES 


“Sec, 409 (a) Any new food additive shall be deemed unsafe for the application 
of clause (2) (C) of section 402 (a), unless (1) such additive has been ade- 
quately pretested and thereby shown safe for use under the conditions of its 
intended use; (2) the pretesting data on such additive have been fully sub- 
mitted to the Secretary, in accordance with this section; and (3) the: Secretary 
has had an opportunity to evaluate said data, as provided by this section. 

“(b) The pretesting data on a new food additive submitted to the Secretary 
shall include, in addition to any explanatory and supporting memoranda— 

(1) the name, and all pertinent information concerning the new food 
additive, including where available its chemical identity and composition; 
‘(2) the conditions of the intended use of such additive, inciuding direc- 
tions, recommendations, and suggestions for the use of such additive; 
“(3) a complete description of— 
“(A) the methods and controls used in testing the quality and identity 
of such additive, and 
“(B) the methods available for determining the identity and quantity 
of such additive (including any known reaction products) in or on food; 
(4) a report of the pretesting investigations made to determine whether 
such additive is safe for use under the conditions of its intended use; and 
“(5) any samples of such additive and its component articies requested 
by the Seeretary. 

“(c) The Secretary shall promptly evaluate the pretesting data submitted by 
any person on a new food additive, together with any other available pertinent 
data, to determine whether in his opinion such additive has been adequately pre- 
tested and thereby shown. safe for use under the conditions of its intended use; 
and in doing so the Secretary may consider relevant health factors. The evalu- 
ation shall be completed within a period not exceeding ninety days, unless it is 
extended by mutual agreement of the parties; and during this period such 
person may consult with the Secretary and submit additional pertinent data 
and memoranda. 

“(d) When the evaluation has been completed the Secretary shall forthwith 
notify by registered mail the person submitting said pretesting data on a new 
food additive, whether, in his opinion so reached, such additive has been ade- 
quately pretested and thereby shown safe for use under the conditions of its 
intended use. In notifying the said person of his opinion, the Secretary shall 
fully state the reason for his opinion and shall make available to said person 
such information additional to that supplied by said person which the Secretary 
has used as a basis for his opinion. If the opinion is favorable the Secretary 
nevertheless may thereafter modify or withdraw it by written notice to such 
person, whenever new facts require this action to protect the public health. 

“(e) No person who has thus received an initial notice or opinion by the 
Secretary, pursuant to subsection (d), which initial notice advises that a new 
food additive has not been adequately pretested and thereby shown safe for use 
under the conditions of its intended use shall thereafter introduce or deliver 
for introduction into interstate commerce such additive or a food bearing or 
containing it, without prior notice to the Secretary given by registered mail at 
least thirty days before the first proposed shipment and displosing its identity, 
quantity, and destination. 

“(f) Whenever the Secretary then concludes that this action is necessary to 
protect the public health, he shall cause an appropriate injunction proceeding 
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to be instituted under section 302 to restrain a violation of section 301 (a) 
with respect to such additive or a food bearing or containing it; and the final 
hearing in said proceeding shall be given precedence and otherwise expedited. 
In said proceeding a temporary restraining order may be issued in accordance 
with the Rules of Civil Procedure Before the United States D.strict Courts 
promulgated under the Act of June 25, 1948 (ch. 646, 62 Stat. 961, as amended ; 
28 U.S. C., sec. 2072). For the purpose of determining whether such order shall 
issue, the relevant pretesting data submitted by the defendant under this section 
shall be taken as admissions by him. This subsection shall not be construed to 
preclude the institution of any other enforcement proceeding authorized by 
this Act, with respect to such additive or a food bearing or containing it. 

“(g) No person shall be subject to the penalties of section 303 (a) for having 
received in interstate commerce and used in good faith a new food additive, if 
he establishes a guaranty, signed by and containing the name and address of the 
person residing in the United States from whom he received such additive, to 
the effect that as so used such additive is not adulterated or misbranded within 
the meaning of this Act. 

“(h) The Secretary shall promulgate regulations to exempt from this section 
any new food additive and any food bearing or containing such additive when 
in his opinion such exemption is consistent with the protection of public health. 
The new food additives and foods thus exempted shall include, but shall not be 
limited to, new food additives and foods intended solely for investigational use 
by experts qualified by scientific training and experience to investigate the 
safety of food.” 

Sec. 6. There are hereby authorized to be appropriated, out of any moneys 
in the Treasury not otherwise appropriated, such sums as may be necessary for 
the purposes and administration of this Act. 

Sec. 7. This Act shall take effect upon the date of its enactment. 


[H. R. 7764, 84th Cong., 1st sess. ] 


A BILL To amend the Federal Food, Drug, and Cosmetic Act for the protection of the 
public health, by prohibiting new food additives which have not been adequately 
pretested to establish their safe use under the condition: of their intended use 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraph: 

“(s) The term ‘new food additive’ means any substance hereafter intended 
to be newly used for any purpose in the manufacture, packing, processing, 
preparation, or other fabrication of any food, or in the packaging, transporting, 
or holding of it, which (1) thus becomes or could reasonably be expected to 
become a component of such food and (2) is not generally recognized, among 
experts qualified by scientific training and experience to evaluate the safety of 
food, as safe for use under the conditions of its intended use. The term does 
not include a pesticide chemical in or on a raw agricultural commodity; or 
any substance which, prior to the effective date of this Act, was used in the 
United States in a particular food or class of foods for the intended purpose; 
or any substance permitted in a food, by or under this Act. Bach new food 
additive shall be deemed a food, for the purposes of this Act.” 

Sec. 2. Paragraph (j) of section 301 of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(j) The using by any person to his own advantage, or revealing, other than 
to the Secretary or officers or employees of the Department, or to the courts 
when relevant in any judicial proceeding under this Act, any information ac- 
quired under authority of section 404, 409, 505, 506, 507, or 704 concerning any 
method or process which as a trade secret is entitled to protection.” 

Sec. 3. Section 301 of the Federal Food, Drug, and Cosmetic Act is further 
amended by adding at the end thereof the following new paragraph: 

“(o) A violation of section 409 (e).” 

Sec. 4. Clause (2) of section 402 (a) of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance (except a pesticide chemical in or on a raw agricultural commodity 
or a new food additive) which is unsafe within the meaning of section 406, 0. 
(B) if it is a raw agricultural commodity and it bears or contains a pesticide 
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chemical which is unsafe within the meaning of section 408 (a), or (C) if it is or 
if it bears or contains a new food additive which is unsafe within the meaning 
of section 409 (a) ;”. 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetie Act is amended 
by adding at the end thereof the following new section: 


NEW FOOD ADDITIVES 


“Sec. 409. (a) Any new food additive shall be deemed unsafe for the ap- 
plication of clause (2) (C) of section 402 (a), unless (1) such additive has 
been adequately pretested and thereby shown safe for use under the conditions 
of its intended use; (2) the pretesting data on such additive have been fully sub- 
mitted to the Secretary, in accordance with this section; and (3) the Secretary 
has had an opportunity to evaluate said data, as provided by this section. 

“(b) The pretesting data on a new food additive submitted to the Secretary 
shall include, in addition to any explanatory and supporting memorandum— 

“(1) the name, and all pertinent information concerning the new food 
additive, including where available its chemical identity and composition; 
“(2) the conditions of the intended use of such additive, including direc- 
tions, recommendations, and suggestions for the use of such additive; 
(3) a complete description of— 
“(A) the methods and controls used in testing the quality and iden- 
tity of such additive, and 
“(B) the methods available for determining the identity and quan- 
tity of such additive (including any known reaction products) in or 
on food ; 
“(4) a report of the pretesting investigations made to determine whether 
such additive is safe for use under the conditions of its intended use; and 
“(5) any samples of such additive and its component articles requested 
by the Secretary. 

““(c) The Secreatry shall promptly evaluate the pretesting data submitted by 
any person on a new food additive, together with any other available pertinent 
data, to determine whether in his opinion such additive has been adequately 
pretested and thereby shown safe for use under the conditions of its intended 
use; and in doing so the Secretary may consider relevant health factors. The 
evaluation shall be completed within a period not exceeding ninety days, unless 
it is extended by mutual agreement of the parties; and during this period such 
person may consult with the Secretary and submit additional pertinent data 
and memoranda. 

“(d) When the evaluation has been completed the Secretary shall forth- 
with notify by registered mail the person submitting said pretesting data on a 
new food additive, whether, in his opinion so reached, such additive has been 
adequately pretested and thereby shown safe for use under the conditions of its 
intended use. In notifying the said person of his opinion, the Secretary shall 
fully state the reason for his opinion and shall make available to said person 
such information additional to that supplied by said person which the Secre- 
tary has used as a bisis for his opinion. If the opinion is favorable the Secretary 
nevertheless may thereafter modify or withdraw it by written notice to such 
person, whenever new facts require this action to protect the public health. 

“(e) No person who has thus received an initial notice or opinion by the Sec- 
retary, pursuant to subsection (d), which initial notice advises that a new 
food additive has not been adequately pretested and thereby shown safe for use 
under the conditions of its intended use shall thereafter introduce or deliver 
for introduction into interstate commerce such additive or a food bearing or 
containing it, without prior notice to the Secretary given by registered mail at 
least thirty days before the first proposed shipment and disclosing its identity, 
quantity, and destination. 

“(f) Whenever the Secretary then concludes that this action is necessary to 
protect the public health, he shall cause an appropriate injunction proceeding to 
be instituted under section 302 to restrain a violation of section 301 (a) with 
respect to such additive or a food bearing or containing it; and the final hearing 
in said proceeding shall be given precedence and otherwise expedited. In 
said proceeding a temporary restraining order may be issued in accordance with 
the Rules of Civil Procedure Before the United States District Courts promul- 
gated under the Act of June 25, 1948 (ch. 646, 62 Stat. 961, as amended; 28 
U. 8S. C., sec. 2072). For the purpose of determining whether such order shall 
issue, the relevant pretesting data submitted by the defendant under this sec- 
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tion shall be taken as admissions by him. This subsection shall not be con- 
strued to preclude the institution of any other enforcement proceeding author- 
ized by this Act, with respect to such additive or a food bearing or containing it. 

““(g) No person shall be subject to the penalties of section 303 (a) for having 
received in interstate commerce and used in good faith a new food additive, if he 
establishes a guaranty, signed by and containing the name and address of the per- 
son residing in the United States from whom he received such additive, to the 
effect that as so used such additive is not adulterated or misbranded within 
the meaning of this Act. 

“(h) The Secretary shall promulgate regulations to exempt from this sec- 
tion any new food additive and any food bearing or containing such additive when 
in his opinion such exemption is consistent with the protection of public health. 
The new food additives and foods thus exempted shall include, but shall not 
be limited to, new food additives and foods intended solely for investigational 
use by experts qualified by scientific training and experience to investigate 
the safety of food.” 

Sec. 6. There are hereby authorized to be appropriated, out of any moneys 
in the Treasury not otherwise appropriated, such sums as may be nec essary for 
the purposes and administration of this Act. 

Sec. 7. This Act shall take effect upon the date of its enactment. 


[H. R. 8271, 84th Cong., 2d sess.] 


A BILL To amend the Federal Food, Drug, and Cosmetie Act for the protection of the 
public health, by prohibiting new food additives which have not been adequately 
pretested to establish their safe use under the conditions of their intended use 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraphs (s), (t), and (u): 

“(s) The term ‘new food additive’ means any substance used or intended to 
be used for any purpose in the manufacture, packing, processing, preparation, or 
other fabrication of any food, or in the packaging, transporting, or holding of it, 
which (1) thus becomes or could reasonably be expected to become a component 
of such food and (2) is not generally recognized, among experts qualified by 
scientific training and experience to evaluate the safety of food, to be safe for 
use under the conditions of such use or intended use. The term does not include 
a pesticide chemical in or on a raw agricultural commodity; or, with respect to 
a particular food or class of foods, any substance to the extent to which, prior 
to January 1, 1956, its use in the United States in or on such food or class of 
foods was authorized or approved by any governmental agency or official pur- 
suant to any law of the United States or any regulation promulgated there- 
under; or any substance approved for use in or on a food by or under this Act. 
Each new food additive shall be deemed a food, for the purposes of this Act. 

“(t) The term ‘safe for use’ when used with reference to a new food additive 
shall mean that it is reasonably probable that such new food additive can be 
used under the conditions of its intended use without rendering the food in or 
on which it is used injurious to health. 

“(u) The term ‘conditions of its intended use’ when used with reference to 
a new food additive includes, but shall not be limited to, specifications as to the 
particular food or class of foods in or on which said additive is intended to be 
used, the quantity intended to be used in or on such food, and the manner in which 
said additive is intended to be added to or used in or on each such food.” 

Sec. 2. Paragraph (j) of section 301 of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(j) The using by any person to his own advantage, or revealing, other than to 
the Secretary or officers or employees of the Department, or to the courts when 
relevant in any judicial proceeding under this Act, any information acquired un- 
der authority of section 404, 409. 505, 506, 507, or 704 concerning any method 
cr process which as a trade secret is entitled to protection.” 

Sec. 3. Section 301 of the Federal Food, Drug, and Cosmetie Act is further 
amended by adding at the end thereof the following new paragraph: 

“(o) A violation of section 409 (f).” 

Sec. 4. Clauses (1) and (2) of section 402 (a) of the Federal Food, Drug, and 
Cosmetic Act are amended to read as follows: 
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“(1) if it bears or contains any poisonous or deleterious substance which 
may render it injurious to health, except a new food additive which has 
been found safe for use under the conditions of its intended use within the 
meaning of section 409; but in case the substance is not an added substance 
such food shall not be considered adulterated under this clause if the quan- 
tity of such substance in such food does not ordinarily render it injurious to 
health; or 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance (except a pesticide chemical in or on a raw agricultural commod- 
ity, or a new food additive) which is unsafe within the meaning of section 
406, or (B) if it is a raw agricultural commodity and it bears or contains a 
pesticide chemical which is unsafe within the meaning of section 408 (a), 
or (C) if it is or if it bears or contains a new food additive which is unsafe 
within the meaning of section 409.” 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended 
by adding at the end thereof the following new section : 


“NEW FOOD ADDITIVES 


“Sec. 409. (a) Any new food additive shall be deemed unsafe for the applica- 
tion of clause (2) (C) of section 402 (a), unless (1) such additive has been ade- 
quately pretested and thereby shown safe for use under the conditions of its 
intended use; (2) the pretesting data on such additive have been fully sub- 
mitted to the Secretary, in accordance with this section; and (3) the Secretary 
has had an opportunity to evaluate said data, as provided by this section. 

“(b) The pretesting data on a new food additive submitted to the Secretary 
shall include, in addition to any explanatory and supporting memoranda— 

“(1) the name, and all pertinent information concerning the new food 
additive, including where available its chemical identity and composition ' 
“*(2) the conditions of the intended use of such additive, including direc- 
tions, recommendations, and suggestions for the use of such additive; 
“(3) a complete description of— 
“(A) the methods and controls used in testing the quality and 
identity of such additive, and 
“(B) the methods available for determining the identity and quan- 
tity of such additive (including any known reaction products) in or 
on food; 
“(4) a report of the pretesting investigations made to determine whether 
such additive is safe for use under the conditions of its intended use; and 
“(5) any samples of such additive and its component articles requested 
by the Secretary. 

“(c) The Secretary shall promptly evaluate the pretesting data submitted 
by any person on a new food additive, together with any other available perti- 
nent data, to determine whether in his opinion such additive has been adequately 
pretested and thereby shown safe for use under the conditions of its intended 
use; and in doing so the Secretary may consider relevant health factors. The 
evaluation shall be completed within a period not exceeding ninety days, unless 
it is extended by mutual agreement of the parties; and during this period such 
person may consult with the Secretary and submit additional pertinent data and 
memorandums. 

*(d) When the evaluation has been completed the Secretary shall forthwith 
notify by registered mail the person submitting said pretesting data on a new 
food additive, whether, in his opinion so reached, such additive has been ade- 
auately pretested and thereby shown safe for use under the conditions of its 
intended use. In notifying the said person of his opinion, the Secretary shall 
fully state the reasons for his opinion and shall make available to said person 
such information additional to that supplied by said person which the Secretary 
has used as a basis for his opinion. In the event the Secretary shall fail to 
issue an opinion within the time herein prescribed, the Secretary shall be 
deemed to have issued an opinion that said new food additive has not been ade- 
quately pretested and thereby shown safe for use under the conditions of its 
intended use. The Secretary may thereafter modify or withdraw his opinion 
whenever he shall deem that newly discovered facts require this action, and 
shall give notice thereof to all interested parties. 

“(e) After an opinion has been issued or deemed to have been issued by the 
Secretary pursuant to subsection (d), either the Secretary or the person sub- 
mitting said pretesting data on such new food additive shall have the right to 
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institute an action under the Declaratory Judgments Act (28 U. 8S. C. 2201) to 
secure a declaration whether or not such new food additive has been adequately 
pretested and thereby shown safe for use under the conditions of its intended 
use, and the trial of such action shall be given precedence and otherwise expedited. 
This subsection shall not be construed to preclude the institution of any other 
enforcement proceeding authorized by this Act with respect to such additive 
or a food bearing or containing it.” 

“(f) No person who has received an initial notice or opinion by the Secretary, 
pursuant to subsection (d), which advises that a new food additive has not 
been adequately pretested and thereby shown safe for use under the conditions 
of its intended use, shall thereafter introduce or deliver for introduction into 
interstate commerce such additive or a food bearing or containing it (1) for a 
period of sixty days from the date of the receipt of such initial notice, or (2) in 
the event an action for declaratory judgment is instituted within such sixty-day 
period pursuant to subsection (e) and notice given to defendant, until a judg- 
ment in such action has become final, declaring that said new food additive has 
been adequately pretested and thereby shown safe for use under the conditions 
of its intended use.” 

“(g) The Secretary shall promulgate regulations to exempt from this section 
any new food additive and any food bearing or containing such additive when 
in his opinion such exemption is consistent with the protection of public health. 
The new food additives and foods thus exempted shall include, but shall not be 
limited to, new food additives and food intended solely for investigational use 
by experts qualified by scientific training and experience to investigate the 
safety of food.” 

Sec. 6. There are hereby authorized to be appropriated, out of any moneys 
in the Treasury not otherwise appropriated, such sums as may be necessary 
for the purposes and administraion of this Act. 


a 


Sec. 7. This Act shall take effect upon the date of its enactment. 


[H. R. 8275, 84th Cong., 2d sess.] 


A BILL To amend the Federal Food, Drug, and Cosmetic Act for the protection of the 
public health, by prohibiting new food additives which have not been adequately 
pretested to establish their safe use under the conditions of their intended use 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraphs (s), (t), and (u): 

“(s) The term ‘new food additive’ means any substance used or intended 
to be used for any purpose in the manufacture, packing, processing, preparation, 
or other fabrication of any food, or in the packaging, transporting, or holding 
of it, which (1) thus becomes or could reasonably be expected to become a 
component of such food and (2) is not generally recognized, among experts 
qualified by scientific training and experience to evaluate the safety of food, to 
be safe for use under the conditions of such use or intended use. The term 
does not include a pesticide chemical in or on a raw agricultural commodity ; 
or, with respect to a particular food or class of foods, any substance to the extent 
to which, prior to January 1, 1956, its use in the United States in or on such 
food or class of foods was authorized or approved by any governmental agency 
or official pursuant to any law of the United States or any regulation promul- 
gated thereunder; or any substance approved for use in or on a food by or 
under this Act. Each new food additive shall be deemed a food, for the pur- 
poses of this Act. 

“(t) The term ‘safe for use’ when used with reference to a new food additive 
shall mean that it is reasonably probable that such new food additive can be 
used under the conditions of its intended use without rendering the food in or 
on which it is used injurious to health. 

“(u) The term ‘conditions of its intended use’, when used with reference to 
a new food additive includes, but shall not be limited to, specifications as to the 
particular food or class of foods in or on which said additive is intended to be 
use, the quantity intended to be used in or on such food, and the manner in which 
said additive is intended to be added to or used in or on each such food.” 

Sec. 2. Paragraph (j) of section 301 of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 





16 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


“(j) The using by any person to his own advantage, or revealing, other than 
to the Secretary or officers or employees of the Department, or to the courts 
when relevant in any judicial proceeding under this Act, any information 
acquired under authority of section 404, 409, 505, 506, 507, or 704 concerning 
any method or process which as a trade secret is entitled to protection.” 

Sec. 3. Section 301 of the Federal Food, Drug, and Cosmetic Act is further 
amended by adding at the end thereof the following new paragraph: 

“(o) A violation of section 409 (f).” 

Sec. 4. Clauses (1) and (2) of section 402 (a) of the Federal Food, Drug, and 
Cosmetic Act are amended to read as follows: 

“(1) if it bears or contains any poisonous or deleterious substance which 
may render it injurious to health, except a new food additive which has been 
found safe for use under the conditions of its intended use within the mean- 
ing of section 409; but in case the substance is not an added substance such 
food shall not be considered adulterated under this clause if the quantity 
of such substance in such food does not ordinarily render it injurious to 
health ; or 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance (except a pesticide chemical in or on a raw agricultural com- 
modity, or a new food additive) which is unsafe within the meaning of 
section 406, or (B) if it is a raw agricultural commodity and it bears or 
contains a pesticide chemical which is unsafe within the meaning of sec- 
tion 408 (a), or (C) if it is or if it bears or contains a new food additive 
which is unsafe within the meaning of section 409.” 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended 
by adding at the end thereof the following new section : 


“NEW FOOD ADDITIVES 


“Sec. 409. (a) Any new food additive shall be deemed unsafe for the appli- 
eation of clause (2) (C) of section 402 (a), unless (1) such additive has been 
adequately pretested and thereby shown safe for use under the conditions of its 
intended use; (2) the pretesting data on such additive have been fully submitted 
to the Secretary, in accordance with this section; and (3) the Secretary has had 
an opportunity to evaluate said data, as provided by this section. 

“(b) The pretesting data on a new food additive submitted to the Secretary 
shall include, in addition to any explanatory and supporting memoranda— 

“(1) the name and all pertinent jnformation concerning the new food 
additive, including where available its chemical identity and composition ; 
“(2) the conditions of the intended use of such additive, including direc- 
tions, recommendations, and suggestions for the use of such additive; 
“(3) a complete description of— 
“(A) the methods and controls used in testing the quality and identity 
of such additive, and 
“(B) the methods available for determining the identity and quantity 
of such additive (including any known reaction products) in or on 
food ; 
“(4) a report of the pretesting investigations made to determine whether 
such additive is safe for use under the conditions of its intended use; and 
“(5) any samples of such additive and its component articles requested 
by the Secretary. 

“(e) The Secretary shall promptly evaluate the pretesting data submitted 
by any person on a new food additive, together with any other available pertinent 
data, to determine whether in his opinion such additive has been adequately 
pretested and thereby shown safe for use under the conditions of its intended 
use; and in doing so the Secretary may consider relevant health factors. The 
evaluation shall be completed within a period not exceeding ninety days, unless 
it is extended by mutual agreement of the parties; and during this period such 
person may consult with the Secretary and submit additional pertinent data 
and memoranda. 

“(d) When the evaluation has been completed the Secretary shall forthwith 
notify by registered mail the person submitting said pretesting data on a new 
food additive, whether, in his opinion so reached, such additive has been ade- 
quately pretested and thereby shown safe for use under the conditions of its 
intended use. In notifying the said person of his opinion, the Secretary shall 
fully state the reasons for his opinion and shall make available to said person 
such information additional to that supplied by said person which the Secretary 
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has used as a basis for his opinion. In the event the Secretary shall fail to 
issue an opinion within the time herein prescribed, the Secretary shall be 
deemed to have issued an opinion that said new food additive has not been 
adequately pretested and thereby shown safe for use under the conditions of 
its intended use. The Secretary may thereafter modify or withdraw his opinion 
whenever he shall deem that newly discovered facts require this action, and 
shall give notice thereof to all interested parties. 

“(e) After an opinion has been issued or deemed to have been issued by the 
Secretary pursuant to subsection (d), either the Secretary or the person sub- 
mitting said pretesting data on such new food additive shall have the right to 
institute an action under the Declaratory Judgments Act (28 U. S. C. 2201) to 
secure a declaration whether or not such new food additive has been adequately 
pretested and thereby shown safe for use under the conditions of its intended 
use, and the trial of such action shall be given precedence and otherwise 
expedited. This subsection shall not be construed to preclude the institution 
cf any other enforcement proceeding authorized by this Act with respect to such 
additive or a food bearing or containing it. 

“(f) No person who has received an initial notice or opinion by the Secretary, 
pursuant to subsection (d), which advises that a new food additive has not 
been adequately pretested and thereby shown safe for use under the conditions 
of its intended use, shall thereafter introduce or deliver for introduction into 
interstate commerce such additive or a food bearing or containing it (1) for a 
period of sixty days from the date of the receipt of such initial notice, or (2) 
in the event an action for declaratory judgments instituted within such sixty-day 
period pursuant to subsection (e) and notice given to defendant, until a judgment 
in such action has become final, declaring that said new food additive has been 
adequately pretested and thereby shown safe for use under the conditions of 
its intended use. 

“(g) The Secretary shall promulgate regulations to exempt from this section 
any new food additive and any food bearing or containing such additive when 
in his opinion such exemption is consistent with the protection of public health. 
The new food additives and foods thus exempted shall include, but shall not be 
limited to, new food additives and foods intended solely for investigational use 
by experts qualified by scientific training and experience to investigate the safety 
of food.” 

Sec. 6. There are hereby authorized to be appropriated, out of any moneys in 
the Treasury not otherwise appropriated, such sums as may be necessary for 
the purposes and administration of this Act. : 

Sec. 7. This Act shall take effect upon the date of its enactment. 


[H. R. 8748, 84th Cong., 2d sess.] 


A BILL To protect the public health by amending the Federal Food, Drug, and Cosmetic 
Act to prohibit the use in food of new food additives which have not been adequately 
tested to establish their safety 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraphs: 

“(s) The term ‘new food additive’ means any substance or treatment used, 
directly or indirectly, in or on food for the purpose of affecting the appearance, 
flavor, texture, or storage property of such food, or for the purpose of other- 
wise altering any quality or property of such food, which is not recognized 
among experts qualified by scientific training and experience to evaluate the 
safety of food, to be safe for use under the conditions of such use or intended 
use. The term does not include a pesticide chemical as defined in section 201 
(q) of this Act, or a food additive in use prior to January 1, 1956, which presents 
no reasonable probability of injury to health, or any substance approved for use 
in food by or under this Act. Each new food additive shall be deemed a food, 
for the purposes of this Act. 

“(t) The term ‘safe for use’ when used with reference to a new additive shall 
mean that it is reasonably probable that such new food additive can be used un- 
der the conditions of its intended use without rendering the food in or on which 
it is used injurious to health. 

“(u) The term ‘conditions of its intended use’ when used with reference to 4 
new food additive includes, but shall not be limited to, specifications as to the 
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particular food or class of foods in or on which said additive is intended to 
be used, the quantity. intended to be used in or on such food, and the manner 
in which said additive is intended to be added to or used in or on each such 
food.” 

Sec. 2. Paragraph (j) of section 301 of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: 

“(j) The using by any person to his own advantage, or revealing, other than 
to the Secretary or officers or employees of the Department, or to the courts 
when relevant in any judicial proceeding under this Act, any information acquired 
under authority of section 404, 409, 505, 506, 507, or 704 concerning any method 
or process which as a trade secret is entitled to protection.” 

Sec. 3. Section 301 of the Federal Food, Drug, and Cosmetic Act is further 
amended by adding at the end thereof the following new paragraph: 

“(o) A violation of section 409 (k).” 

Sec. 4. Clauses (1) and (2) of section 402 (a) of the Federal Food, Drug, and 
Cosmetic Act are amended to read as follows: 

“(1) if it bears or contains any poisonous or deleterious substance which 
may render it injurious to health, except a new food additive which has 
been found safe for use under the conditions of its intended use within 
the meaning of section 409; but in case the substance is not an added sub- 
stance such food shall not be considered adulterated under this clause if 
the quantity of such substance in such food does not ordinarily render it 
injurious to health; or 

“(2) (A) if it bears or contains any added poisonous or added deleterious 
substance which is unsafe within the meaning of section 406 (a), except a 
pesticide chemical as defined in section 201 (q) of this Act, or a new food 
additive, or (B) if it is a raw agricultural commodity and it bears or con- 
tains a pesticide chemical which is unsafe within the meaning of section 
408 (a), or (C) if it is or if it bears or contains a new food additive which 
is unsafe within the meaning of section 409.” 

Sec. 5. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended 
by adding at the end thereof the following new section : 


“NEW FOOD. ADDITIVES 


“Sec. 409. (a) Any new food additive shall be deemed unsafe for the applica- 
tion of clause (2) (CC) of section 402 (a), unless (1) such additive has been 
adequately pretested and thereby shown safe for use under the conditions of 
its intended use; (2) a report of pretesting on such additive has been fully 
submitted to the Secretary, in accordance with this section; and (3) the Sec- 
retary has had an opportunity to evaluate said report as provided by this 
section. 

“(b) The report of pretesting on a new food additive submitted to the Secre- 
tary shall include, in adidtion to any explanatory and supporting memoranda—— 

“(1) the name and all pertinent information concerning the new food ad- 
ditive including, where available, its chemical identity and composition ; 
(2) the conditions of the intended use of such additive, including direc- 
tions, recommendations, and suggestions for the use of such additive; 
“(3) a complete description of— 
“(A) the methods and controls used in testing the quality and identity 
of such additive, and 
“(B) the methods available for determining the identity and quantity 
of such additive (including any known reaction products) in or on food; 
“(4) a report of the pretesting investigations made to determine whether 
such additive is safe for use under the conditions of its intended use ; and 
“(5) any samples of such additive and its component articles requested by 
the Secretary. E 

“(c) EVALUATION OF REPORT OF PRETESTING.—The Secretary shall promptly 
evaluate the report of pretesting submitted by any person on a new food additive, 
together with any other available pertinent data, to determine whether in his 
opinion such additive has been adequately pretested and thereby shown safe for 
use under the conditions of its use or intended use; and in so doing the Secretary 
may consider relevant health factors. The evaluation shall be completed within 
a period not exceeding ninety days, unless it is extended by mutual agreement 
of the parties ; and during this period such person may consult with the Secretary 
and submit additional pertinent data and memoranda. 

“(d) REGULATIONS; REFERRAL TO ADVISORY COMMITTEE.—When the evaluation 
has been completed the Secretary shall by order make public a regulation estab- 
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lishing the use of a new food additive, unless within such period or extended pe- 
riod the person submitting the pretesting data requests that the same be referred 
to an advisory committee or the Secretary within such period or extended period 
deems such referral necessary. In the event such referral is requested or deemed 
necessary, the Secretary shall forthwith submit the report of pretesting and 
all other data before him to an advisory committee to be appointed in accordance 
with paragraph (f) of this section. As soon as practicable after sucn referral, 
but not later than sixty days thereafter, unless the committee deems an addi- 
tional thirty days necessary, the committee shall, after independent study of the 
data submitted to it by the Secretary and other data before it, certify to the 
Secretary a report and recommendations, Within thirty days after such certifica- 
tion, the Secretary shall, after giving due consideration to all data then before 
him, including such report, recommendations, underlying data, and statement, 
make public a regulation specifying the terms of use of the new food additive, 
and stating the reasons therefor, or exempting the new food additive from the 
necessity thereof. Regulations issued hereunder shall be effective upon 
publication. 

“(e) REGULATIONS; PRoposaL To IssuE; ADvIsoRY COMMITTEE.—Whenever he 
finds that such action is necessary for protection of the public health the Secretary 
may, upon his own initiative or upon the request of any interested person, propose 
the issuance of a regulation specifying the terms of use of a new food additive 
or exempting it from the necessity thereof. Thirty days after publication of 
such a proposal, the Secretary may by order make public a regulation based 
upon such proposal which shall become effective upon publication unless within 
such thirty-day period any person adversely affected thereby shall request that 
the proposal be referred to an advisory committee. In the event of such a 
request, the Secretary shall forthwith submit the proposal and other relevant 
data before him to an advisory committee to be appointed in accordance with 
paragraph (f) of this section. As soon as practicable after such referral, but 
not later than sixty days thereafter, unless the committee deems an additional 
thirty days necessary, the committee shall, after independent study of the data 
submitted to it by the Secretary and other data before it, certifv to the Secretary 
a report and recommendations on the proposal together with all underlying data 
and a statement of the reasons or basis for the recommendations. Within thirty 
days after such certification, the Secretary shall, after giving due consideration 
to all data before him, including such report, recommendations, underlying data, 
and statement, by order make public a regulations specifying the terms of use 
of the new food additive, and stating the reasons therefor, or exempting the 
new food additive therefrom, which shall be effective upon publication. Regula- 
tions issued under this paragraph shall upon publication be subject to paragraph 
(f) of this section. 

“(f) OBJECTION TO REGULATIONS; PusLic HEARING.—Within thirty days after 
publication, any person adversely affected by a regulation published pursuant to 
paragraph (d) or (e) of this section my file objections thereto with the Secretary 
specifying with particularity the provisions of the regulation deemed objection- 
able, stating reasonable grounds therefor, and requesting a public hearing upon 
such objections. A copy of the objections filed by a person other than the 
petitioner shall be served on the petitioner, if the regulation was issued pursuant 
to a petition. The petitioner shall have two weeks to make a written reply 
to the objections. The Secretary shall thereupon, after due notice, hold such 
public hearing for the purpose of receiving evidence relevant and material te 
the issues raised by such objections. Any report, recommendations, underlying 
data, and reasons certified to the Secretary by an advisory committee shall be 
made a part of the record of the hearing, if relevant and material, subject to 
the provisions of section 7 (c) of the Administrative Procedure Act (5 U.S. C., 
sec. 1006 (c)). The advisory committee shall designate a qualified member 
to appear and testify at any such hearing with respect to the report and recom- 
mendations of such committee upon request of the Secretary, the petitioner or 
person adversely affected, or the officer conducting the hearing: Provided, That 
this shall not preclude any other member of the advisory committee from appear- 
ing and testifying at such hearing. As soon as practicable after completion of 
the hearing, the Secretary shall act upon such objections and by order make public 
a regulation. Such regulation shall be based only on substantial evidence of 
record at such hearing, including any report, recommendations, underlying data, 
and reasons certified to the Secretary by an advisory committee, and shall set 
forth detailed findings of fact upon which the regulation is based. No such order 
shall take effect prior to the ninetieth day after its publication, unless the 
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Secretary finds that emergency conditions exist necessitating an earlier effective 
date, in which event the Secretary shall specify in the order his findings as to 
such conditions. 

““(¢) APPOINTMENT OF ADVISORY COMMITTEE.—Whenever it is requested that a 
report of pretesting or a proposal be referred to an advisory committee under 
this section, or the Secretary otherwise deems such referral necessary, the 
Secretary shall forthwith appoint a committee of competent experts to review 
the report or proposal and to make a report and recommendations thereon. Each 
such advisory committee shall be composed of experts qualified in the subject 
matter and of diversified scientific background selected by the National Academy 
of Sciences: Provided, That in the event of disability or refusal of the National 
Academy of Sciences to act, the Secretary shall select such committee. The size 
of the committee shall be determined by the Secretary. Members of an advisory 
committee shall receive as compensation for their services a reasonable per diem, 
which the Secretary shall by rules and regulations prescribe, for time actually 
spent in the work of the committee, and shall in addition be reimbursed for their 
necessary traveling and subsistence expenses while so serving away from their 
places of residence. The members shall not be subject to any other provisions 
of law regarding the appointment and compensation of employees of the United 
States. The Secretary shall furnish the committee with adequate clerical and 
other assistance, and shall by rules and regulations prescribe the procedure to be 
followed by the committee. 

“(h) Apvrsory COMMITTEE; R1igHt To ConsuLt.—Any person who has requested 
the referral of a report of pretesting or a proposal to an advisory committee in 
accordance with the provisions of this section, as well as representatives of the 
Department of Health, Education, and Welfare, shall have the right to consult 
with any advisory committee provided for in paragraph (g) in connection with 
the report of pretesting or proposal. 

“(i) JuptcraL REvIew.—(1) In a case of actual controversy as to the validity 
of any order under paragraph (f) of this section, any person who will be ad- 
versely affected by such order may obtain judicial review by filing in the United 
States Court of Appeals for the circuit wherein such person resides or has his 
principal place of business within sixty days after the entry of such order, a 
petition praying that the order be set aside in whole or in part. 

“(2) A copy of the petition shall be forthwith served upon the Secretary, or 
upon any officer designated by him for that purpose, and thereupon the Secretary 
shall certify and file in the court a transcript of the proceedings and the record 
on which he based his order, or such parts of such record and proceedings as may 
be required by court rule. Upon such filing, the court shall have exclusive juris- 
diction to affirm or set aside the order complained of in whole or in part. The 
findings of the Secretary with respect to questions of fact shall be sustained if 
supported by substantial evidence when considered on the record as a whole, 
which record shall include any report, recommendations, underlying data, state- 
ments, and reasons certified to the Secretary, by an advisory committee, where 
admitted at the hearing pursuant to paragraph (f) of this section. 

(3) If application is made to the court for leave to adduce additional evi- 
dence, the court may order such additional evidence to be taken before the Secre- 
tary and adduced upon the hearing in such manner as to the court may seem 
proper, if such evidence is material and there were reasonable grounds for failure 
to adduce such evidence in the proceedings below. 

“(4) The judgment of the court affirming or setting aside, in whole or in part, 
any order under paracraph (f) of this section shall be final, subject to review 
by the Supreme Court of the United States upon certiorari or certification as 
provided in section 1254 of title 28 of the United States Code. The commence- 
ment of proceedings under this section shall not, unless specifically ordered by 
the court to the contrary, operate as a stay of an order. The courts shall 
advance on the docket and expedite the disposition of all causes filed therein 
pursuant to this section. 

“(4) Procepurrs.—The Secretary shall prescribe by reculations the procedure 
by which regulations under this section may be amended or repealed, and such 
procedure shall conform to the procedure provided in this section for the promul- 
gation of regulations, including the apno'ntment of advisory committees and the 
procedure for referring annliestions to snech committees, 

“(k) Sare—After a regulation snecifving the terms and conditions of use of 
a new food additive has heen published, such new food additive shall not be 
sola or offered for sale in interstate commerc~ while said regulation is in force 
and effect except in conformity with such reguration.” 
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Sec. 6. There are hereby authorized to be appropriated, out of any moneys in 
the ‘Treasury not otherwise appropriated, such sums as may be necessary for the 
purpose and administration of this Act. 

Src. 7. This Act shall take effect upon the date of its enactment. 


UNITED STATES DEPARTMENT OF JUSTICE, 
OFFICE OF THE Deputy ATTORNEY GENERAL, 
Washington, D. C., November 8, 1955. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


Dear Mr. CHAIRMAN: This is in response to your request for the views of the 
Department of Justice concerning the bill (H. R. 7605) to protect the public 
health by amending the Federal Food, Drug, and Cosmetic Act to prohibit the 
use in food of new food additives which have not been adequatley tested to 
establish their safety. 

The bill would amend the Federal Food, Drug, and Cosmetic Act so as to pre- 
vent the use in foods of any harmful new food additive. The term “new food 
additive” would be defined as any substance used or intended for use to preserve 
or alter any food or for any other purpose in manufacturing, processing, packing, 
transporting or holding food, which is not generally recognized among experts 
as having been adequately shown, through prolonged use in or on food or through 
scientific procedures, to be safe when used in a specified manner and quantity. 
The bill would designate a new food additive as unsafe unless a regulation is 
issued by the Secretary of Health, Education, and Welfare that the additive is 
safe when used in or on a food in the manner and quantity specified in the regu- 
lation. The bill would provide a method whereby an interested party may apply 
for a regulation and would also make provision for public hearings and judicial 
review in the event of adverse action by the Secretary. 

Whether the bill should be enacted involves a question of policy concerning 
which this Department prefers to make no recommendation. 

The Bureau of the Budget has advised that there is no objection to the sub- 
mission of this report. 

Sincerely, 
WILLr1amM P. Rocers, 
Deputy Attorney General. 


THE SECRETARY OF COMMERCE, 
Washington, D. C., February 1, 1956. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

Dear Mr. CHAIRMAN: This letter is in reply to your request of January 12, 
1956, for the views of this Department with respect to H. R. 8271 and H. R. 8275, 
identical bills: “To amend the Federal Food, Drug, and Cosmetic Act for the 
protection of the public health, by prohibiting new food additives which have 
not been adequately pretested to establish their safe use under the conditions of 
their intended use.” 

H. R. 8271 and H. R. 8275 would provide for regulation of the use of new addi- 
tives in foods. At present the use of such additives in foods is not subject to 
regulation unless the Secretary of Health, Education, and Welfare can show 
that the additive is poisonous or deleterious, in which event the law generally 
forbids its use in food. The proposed legislation would require a person pro- 
posing to use an additive in food to establish that the additive as proposed to 
be used will be safe. 

Subject to your consideration of the comments set forth below, this Department 
recommends enactment of H. R. 8271 or H. R. 8275 in preference to the other 
bills for the same general purpose now pending before your committee (H. R. 
4099, H. R. 4100, H. R. 4475, H. R. 5927, H. R. 7605). 

It is clear that the public interest and the public health require that the use 
of a particular new additive in food be demonstrated to be safe before the public 
is exposed to it. 

Although the commercial value of a new additive is rather quickly determin- 
able, the determination of the effects of its prolonged use upon the consumer 








22 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


requires exhaustive scientific and biological research over a period of many 
months or years. It has been established that repeated small dosages of some 
substances may have toxic, carcinogenic, or other harmful effects which would 
be completely unsuspected in the absence of such tests. For these reasons we 
endorse enactment by the Congress of legislation for this purpose. 

H. R. 8271 and H. R. 8275 provide that “with respect to a particular food or 
class of foods, any substance to the extent to which, prior to January 1, 1956, 
its use in the United States in or on such food or class of foods was authorized or 
approved by any governmental agency or official pursuant to any law of the 
United States or any regulation promulgated thereunder; or any substance ap- 
proved for use in or on a food by or under this act” would be exempted from 
coverage thereunder. 

It is our understanding there are now being used in foods some 100 chemical 
additives, the safety of which has not been established. We suggest the lan- 
guage quoted above be modified to provide that chemical additives now in use may 
continue to be used pending completion within a suitable period of the procedures 
prscribed in the proposed new section 409. Such an amendment would insure 
that present manufacturing processes would not be affected needlessly, while at 
the same time insuring prompt determination of the effect of continued use on the 
health of the public. 

We wish to endorse specifically section 2 of these bills which provides safe- 
guards against unauthorized disclosures of trade secrets of manufacturers. 

It is noted that H. R. 8271 and H. R. 8275 would provide for use of the Declara- 
tory Judgments Act in the enforcement of its provisions. This Department has 
no preference between this enforcement procedure and the other procedures which 
have been suggested in bills now pending before the committee. We recommend, 
however, that your committee adopt that enforcement procedure which public 
hearings develop as being the method best calculated to provide maximum protec- 
tion to the public with the most expeditious procedural handling. 

Consideration should also be given to including within the coverage of the bills 
irradiation or treatment with radioactive substances. 

Subject to your consideration of these comments, this Department recommends 
enactment of H. R. 8271 or H. R. 8275. 

We have been advised by the Bureau of the Budget that it would interpose no 
objection to the submission of this report to your committee. 

Sincerely yours, 
SINCLAIR WEEKS, 
Secretary of Commerce, 


EXECUTIVE OFFICE OF THE PRESIDENT, 
BUREAU OF THE BUDGET, 
Washington D. C., February 6, 1956. 
Hon. J. Percy PRIEstT, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington 25, D. C. 

My Dear Mr. CHAIRMAN: This is in response to your request for reports on 
H. R. 7605, H. R. 8748, H. R. 4475, H. R. 8275, H. R. 8271, and H. R. 7607. These 
bills all have the purpose of protecting the public health by amending the Federal 
Food, Drug, and Cosmetic Act to prohibit the use in food of additives which have 
not been adequately tested to establish their safety. We have also been asked to 
comment on H. R. 4099 and H. R. 4100, which we understand have been super- 
seded by H. R. 7605 and H. R. 7606. 

It is possible to group all of these bills under three general heads depending 
upon the distinctive procedural techniques which they propose: Administrative 
procedure approach, H. R. 4475, H. R. 7605, H. R 7606, and H. R. 8748; declara- 
tory judgment approach, H. R. 8275 and H. R. 8271; injunction approach, H. R. 
7607 and H. R. 7764. 

In the report of the Department of Health, Education, and Welfare, and in its 
accompanying staff study, extensive criticisms are made of the declaratory judg- 
ment and injunction type approaches. The Department suggests a number of 
amendments, which, if adopted, would make the provisions of H. R. 7605, H. R. 
7606 or H. R. 8748 acceptable to the Department as the agency now charged with 
the major responsibility for administration and enforcement of the food and 
drug laws. While the Bureau is not technically equipped to pass on the details 
of these proposed amendments, we are firmly convinced that the principles under- 
lying them are sound. 
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We support the enactment of legislation which would: (a) Require the sub- 
mission to the Department of Health, Education, and Welfare of pretesting data 
adequate to establish the safety of an additive, (b) give the Department clear 
powers to compel adherence to its scientific determinations on tolerances and 
safety, (c) provide for judicial review in which the findings of the Secretary with 
respect to questions of fact shall be sustained if supported by substantial evi- 
dence when considered on the record as a whole, (d) provide that the burden of 
obtaining judicial review of the administering agency’s final decision shall be on 
the person seeking to set aside that decision, (e) provide for collection of fees 
to defray the costs of administering the legislation and (f) give adequate time 
for the Federal Government and the industries affected to establish procedures 
for administration of the legislation before it comes into effect. 

Sincerely yours, 
Percy RAPPAPORT, Assistant Director. 


————_———_— 


DEPARTMENT OF AGRICULTURE, 
Washington, D. C., February 6, 1956. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, 


DEAR CONGRESSMAN Priest: This is in reply to your request of July 29, 1955, 
for a report on H. R. 7605, a bill to protect the public health by amending the Fed- 
eral Food, Drug, and Cosmetic Act to prohibit the use in food of new food 
additives which have not been adequately tested to establish their safety. 

The Department has no objection to the enactment of this bill. 

H. R. 7605 defines “new food additive” as any substance used, or intended to 
be used, to preserve or alter any food for any purpose in manufacturing, pro- 
ducing, processing, packing, wrapping, transporting, or holding food that is not 
generally recognized among experts qualified by scientific training and experi- 
ence to evaluate the safety of such substance as having been adequately shown, 
through use in food or scientific procedures, to be safe when used in or on a 
food in a specified manner and quantity. However, the term does not include 
pesticide chemicals in or on raw agricultural commodities. Any new food 
additive shall be deemed unsafe for the purpose unless a regulation has been 
issued by the Secretary of Health, Education, and Welfare, pursuant to this 
section, announcing that said additive is safe when used in food as specified 
in the regulation. Any interested person shall have the right to file with the 
Secretary an application containing pertinent data for the purpose of establishing 
that a new food additive is safe when used in a specified manner and quantity. 
Within a specified period of time after the filing of the application, the Secretary 
is required to issue a regulation announcing that the new food additive is safe 
or notify the applicant that no such regulation will be issued. Scientific and 
judicial reviews are provided for in the event the application is denied. The 
bill authorizes the appropriation of such sums as may be necessary for the 
purpose and administration of the legislation out of any moneys in the Treasury 
not otherwise appropriated. The legislation is to take effect upon the date of its 
enactment. 

It is suggested that on page 4, line 14, the word “reduction” be changed to 
“degradation.” “Degradation” is the more acceptable terminology. 

The Bureau of the Budget advises that there is no objection to the submission 
of this report. 

Sincerely yours, 
True D. Morskr, Acting Secretary. 


DEPARTMENT OF AGRICULTURE, 
Washington 25, D. C., February 6, 1956. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives. 

DrEAR CONGRESSMAN PRIEST: This is in reply to your request of March 3, 1955, 
for a report on H. R. 4475, a bill to provide for the safety of chemical additives 
in food. 

The Department has no objection to the enactment of H. R. 4475, if amended 
as indicated herein. 
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H. R. 4475 defines “chemical additive’ as any substance which (1) is intended 
for use in food or in a collateral way, for example, in packaging materials, if 
such use is likely to result in the contamination of food, and (2) is not generally 
recognized among experts as having been adequately tested to show either that 
it is not poisonous or deleterious, or that it is safe for the intended use. How- 
ever, the definition excludes pesticide chemicals used in the production, storage, 
or transportation of raw agricultural commodities. The bill provides that any 
person may file with the Secretary of Health, Education, and Welfare, an appli- 
cation containing scientific data for the purpose of establishing that a proposed 
chemical additive is not a poisonous or deleterious substance, or if it is, that 
it is safe and required for its intended use, and that the intended use of the 
chemical additive will serve a purpose which will be useful to the consuming 
public. Within a specified period after the filing of the application, the said 
Secretary is required to issue an order approving the application or refusing to 
approve the application. Provision is made for review of the finding in the 
event the application is denied. The said Secretary, by regulation, shall require 
the payment of such fees for the performance of the Secretary’s functions under 
this statute as will in the aggregate, in his judgment, be sufficient over a reason- 
able term to provide, equip, and maintain an adequate service for such function. 
The legislation is to take effect 6 months after the date of its enactment. 

Section 409 (a) as now written covers certain economic poisons which are 
subject to the registration and regulatory provisions of the Federal Insecticide, 
Fungicide and Rodenticide Act. To subject these same products to the regula- 
tory provisions of the Federal Food, Drug, and Cosmetic Act wou'd cause a 
duplication of jurisdiction between this Department and the Department of 
Health, Education, and Welfare. If the bill is to be enacted, it is recommended 
that the following words “other than an economic poison as defined in the Fed- 
eral Insecticide, Fungicide and Rodenticide Act (61 Stat. 163)” be inserted on 
page 3, line 5, following the comma after the words “chemical additive.” It is 
also suggested that on page 3, line 20, the word “reduction” should be changed to 
“degradation” as the latter word is the more acceptable chemical terminology. 

The Bureau of the Budget advises that there is no objection to the submission 
of this report. 

Sincerely yours, 
True D. Morse, Acting Secretary. 


DEPARTMENT OF AGRICULTURE, 
Washington 25, D. C., February 6, 1956. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives. 


DEAR CONGRESSMAN Priest: This is in reply to your request of July 29, 1955, 
for a report on H. R. 7607, a bill to amend the Federal Food, Drug, and Cosmetic 
Act for the protection of the public health, by prohibiting new food additives 
which have not been adequate pretested to establish their safe use under the 
conditions of their intended use. 

The Department has no objection to the enactment of this bill. 

H. R. 7607 defines “new food additive” as any substance intended to be used for 
any purpose in the manufacture, packing, processing, preparation, or other fabri- 
cation of any food; or in the packaging, transporting, or holding of food that, 
(1) becomes a component of such foods; and (2) is not generally recognized 
among experts qualified by scientific training and experience to evaluate the safety 
of food as being safe for use under the conditions of its intended use. However, 
the term does not include a pesticide chemical in or on a raw agricultural com- 
modity. Any new food additive shall be deemed unsafe unless, (1) such additive 
has been adequately pretested and thereby shown safe for use under the con- 
ditions of its intended use; (2) the pretesting data on such additive have 
been fully submitted to the Secretary of Health, Education, and Welfare in 
accordance with this section; and (3) the Secretary has had an opportunity to 
evaluate said data, as provided by this section. When the evaluation has been 
completed, the Secretary shall notify by registered mail the person submitting 
said pretesting data on a new food additive, whether in his opinion such addi- 
tive has been adequately pretested and thereby shown safe for use under the 
conditions of its intended use. The Secretary shall promulgate regulations to 
exempt from this section any new food additive and any food bearing or con- 
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taining such additive when in his opinion such exemption is consistent with 
the protection of public health. The new food additives and foods thus exempted 
shall include, but shall not be limited to, new food additives and foods intended 
solely for investigational use by experts qualified by scientific training and exper- 
ience to investigate the safety of food. 

The bill authorizes the appropriation of such sums as may be necessary for the 
purpose and administration of the legislation out of moneys in the Treasury 
not otherwise appropriated. The legislation is to take effect upon the date of 
its enactment. 

The Bureau of the Budget advises that there is no objection to the submission 
of this report. 

Sincerely yours, 


TruE D. Morse, Acting Secretary. 


UNITED STATES DEPARTMENT OF JUSTICE, 
OFFICE OF THE DepuTY ATTORNEY GENERAL, 
Washington, D. C., February 27, 1956. 
Hon. J. Percy PrIEst, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


Dear Mr. CHAIRMAN: This is in response to your request for the views of the 
Department of Justice concerning the bills H. R. 8271 and H. R. 8275, to amend the 
Federal Food, Drug, and Cosmetic Act for the protection of the public health, by 
prohibiting new food additives which have not been adequately pretested to 
establish their safe use under the conditions of their intended use. 

The bills would amend the act so as to provide that a food shall be deemed 
adulterated if it bears or contains a new food additive which is unsafe within 
the meaning of the act. The term “new food additive” would be defined as any 
substance used or intended to be used for any purpose in the manufacture, pack- 
ing, processing or preparation of any food, or in the packaging, transporting or 
holding of it, which becomes or could reasonably be expected to become a com- 
ponent of such food and is not generally recognized, among experts qualified 
to evaluate the safety of food, to be safe for use under the conditions of such 
use or intended use. The bill would establish procedures by which the Secretary 
of Health, Education and Welfare would determine whether in his opinion any 
new food additive had been adequately pretested and shown safe for use. After 
an opinion had been issued by the Secretary, either the Secretary or the person 
interested in the new food additive would have the right to institute an action 
under the Declaratory Judgment Act to secure a declaration as to whether the 
add‘tive had been adequately pretested and shown safe for use. 

Whether legislation of this general nature should be enacted involves a question 
of policy concerning which this Department prefers to make no recommendation. 
There are certain provisions of the bills here under consideration, however, which 
it is believed should be amended. 

The provision for an action under the Declaratory Judgment Act would amount 
to a de novo trial in a district court to review the expert judgment and discre- 
tion of the Secretary with respect to his determination as to safety. Such pro- 
cedure would be a departure from the usual pattern whereby matters committed 
to expert administrative determination are subjected only to judicial review on 
the administrative record. 

While paragraph (d) in the proposed new section 409 in effect states that the 
Secretary is to determine whether the additive is “thereby shown safe for use,” 
the definition of “unsafe” in section 409 (a) does not prescribe that an additive 
found to be unsafe shall render it or a food containing it “adulterated.” It 
provides only that the applicant’s pretesting data shall be submitted to the Secre- 
tary and that the Secretary shall have an opportunity to evaluate such data. 
There is no provision for an order by the Secretary that the additive has not 
been shown to be safe. 

For the foregoing reasons, the Department of Justice is unable to recommend 
the enactment of the bills in their present form. 

The Bureau of the Budget has advised that there is no objection to the sub- 
mission of this report. 


Sincerely, 
WILLIAM P. RoGERrs, 


Deputy Attorney General. 
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The Cuarrman. Our first witness this morning is the Honorable 
James J. Delaney, of the State of New York. He is author of the 
bill H. R. 4475. 


STATEMENT OF HON. JAMES J. DELANEY, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF NEW YORK 


Mr. Dexaney. Mr. Priest, and members of the committee, I want 
you to know how deeply I appreciate this opportunity to be heard 
on this bill that deals with chemical additives in foodstuffs. I intro- 
duced a similar bill in the 83d Congress. At that time it was not 
heard, and I appreciate your efforts to bring this bill before the at- 
tention of the committee. 

Now, there is so much here, and I do not want to take up all of 
your time, that I have written out briefly the high points. I will dis- 
cuss them as I go along. 

First of all, the need to provide for the regulation of chemical addi- 
tives to foods was established by the investigation of the use.of chem- 
icals in foods and cosmetics by a select committee created by the 81st 
Congress and continued by the 82d Congress. Some of you may recall 
that I was chairman of that committee. 

Here I should like to express my deep appreciation of the distin- 
guished services rendered by my colleagues on the committee : Thomas 
G. Abernethy, the late E. Hl Hedrick, Paul C. Jones, the late Frank B. 
Keefe, A. L. Miller, Gordon L. McDonough, and Walt Horan. It 
was a privilege to serve with them. And I would not overlook the val- 
uable contributions made by the committee’s chief counsel, Vincent A. 
Kleinfeld, whose knowledge of the subject was encyclopedic. 

May I say that the two men, in my opinion, who were the champions 
of this type of legislation were the late Mr. Keefe, of Wisconsin, and 
Aldoph Sabbath, of Illinois. Mr. Sabbath, I believe, sat on the first 
food laws legislation enacted and he was active on food legislation 
throughout his life and he was one of the sponsors of a bill that created 
the select committee. 

Indicating the scope and thoroughness of the committee’s investiga- 
tion, 59 public hearings were held in 1950, 1951, and 1952 in Washing- 
ton, Chicago, New York City, Spokane, Seattle, San Francisco, and 
Los Angeles. There were 217 witnesses who presented their views, in- 
cluding representatives of the American Public Health Association, 
New York Academy of Medicine, National Research Council, United 
States Public Health Service, United States Food and Drug Admin- 
istration, United States Department of Agriculture, Association of 
State and Territorial Health Officers, American Cancer Society, Gro- 
cery Manufacturers of America, National Canners Association, Na- 
tional Agricultural Chemicals Association, Manufacturing Chemists’ 
Association, American Plant Food Council, General Federation of 
Women’s Clubs, Cooperative League of the U. S. A., American Home 
Economics Association, National Council of Farmer Cooperatives, 
National Grange, and National Farmers Union. 

These were but a few of the associations who were represented and 
who testified at those hearings. 

Not all of the testimony was confined to chemical additives to foods 
since the committee also heard testimony on chemical additives to 
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cosmetics, fluoridation of public drinking water, and pesticides and 
insecticides. 

Limiting myself to the subject of chemical additives to foods, I 
should like briefly to give a few highlights from a committee report 
issued in the 82d Congress, 2d session—Report No. 2356. At this time 
I request that this report be included in the record of these hearings. 
The section on pesticides, which was the subject of legislation in the 
83d Congress, is not being further considered on this occasion. 

In considering the nature and scope of the problem, the committee 
pointed out that there is a need for the use of chemicals in connection 
with our food supply, since many of the chemicals directly added to 
foods have proved to be of value to the consumer and constitute a 
necessary adjunct to modern civilization. It expressed the belief that 
the American public may take pride in the manner in which our scien- 
tists, in connection with the food and chemical industries, have solved 
many serious food problems which have arisen. It felt that the food 
industry is entitled to credit for the progress of research in the field of 
nutrition and the practical application of such research. 

The CHarrman. Mr. Delaney, if you will pardon me at that point, 
on the question of including this report in the hearings. 

Mr. Deanery. I realize it is rather extensive, and therefore I will 
withdraw that request at this time. Will the record indicate that I 
have made a note of that? 

Mr. Dres. This isa House printing anyway; is it not? 

Mr. Devaney. Yes, sir. 

Mr. Dres. I just think it is bad practice, Mr. Chairman, to reprint 
these. 


Mr. Deanery. I ots the problem. I shall withdraw that 


request, and merely refer to it. 

The CuarrMan. Very good; thank you, sir. 

Mr. Detaney. Nevertheless, the committee believed that the public 
is in need of protection against some irresponsible elements, as well as 
against the possible inadvertent mistakes of reputable food processors 
and the premature enthusiams of chemical manufacturers. 

Considering further the need of protection, I should like to quote 
directly from the report : 

On page 4 it states: 

The number of chemicals entering the food supply of the Nation has increased 
tremendously in the last decade. Chemical substances are being introduced into 
the production, processing, storage, packaging, and distribution of food at an 
ever-increasing rate. There is hardly a food sold in the market today which has 
not had some chemicals used on or in it at some stage in its production, process- 
ing, packaging, transportation, or storage. These foods include those eaten hy 
every family, ranging from staples like bread to such luxury items as the 
maraschino cherry. Some eminent pharmacologists, toxicologists, physiologists, 
and nutritionists express the fear that many of the chemicals being added to food 
todav have not been tested sufficiently to establish their nontoxicity and suit- 
ability for use in food. These scientists are not so much concerned with the 
acutely toxic compounds, whose harmfulness can readily be detected, as with those 
chemicals which may produce harmful effects only after being ingested for months 
or perhaps for years. 


Mr. Dims. May I interrupt the witness? I have not read any of 
these bills. What do they generally purport to do? 

Mr. Detaney. All this does is require pretesting of new chemicals 
that are being used in our daily food supply. That is principally the 
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matter. The only difference between the bills as I see it is that in seme 
of them there is a grandfather clause and the grandfather clause would 
lend sanction to the use of the chemical. 

Mr. Dies. You mean sanctions the use of it in food ? 

Mr. De.anry. Continuous use in foodstuffs. 

Mr. Drrs. As to the present chemicals ? 

Mr. Devaney. Yes; the grandfather clause provides that where the 
chemical has been used over a long period of time it does not have to be 
tested. Now, I say that if it is found to be harmful, or toxic in any 
way, we should bar it. 

Also, I am talking of new and unused and untested chemicals, and 
this bill requires, to get down to the basic point, that when a chemical 
is added there be sufficient testing so that the Food and Drug Admin- 
istration is satisfied that it does not contain elements that are harmful 
to the human system. 

Mr. Dries. Do you havea grandfather clause in your bill ? 

Mr. Deanery. No. 

Mr. Dres. But you are willing to accept it ? 

Mr. Devaney. No; I am not. I feel, if the chemical is harmful, 
even if it has been used over a period of time, that it should be re- 
jected. 

Mr. Drixs. You would make the law apply to all chemicals ? 

Mr. Detaney. Yes; to all chemicals. 

Mr. Dies. Pardon the interruption, but I wanted to try to under- 
stand what it was we were holding these hearings on. 

Mr. Drianey. That is exactly it, and all this requires is pretesting. 
I think that is a very fair thing. May I point out that this bill of 
mine gives adequate protection to the manufacturers, because there is 
an appeal clause there where they can go to the courts. We appre- 
ciate what has been done by the manufacturers and I say as a result 
of the committee investigation they had a self-policing group in their 
industry, and they attempted and did do some very good work. There 
is no question about that. 

The CuarrkMAN. Before you have finished your statement. Mr. De- 
laney, will you point out just very briefly the essential difference in 
the enforcement provisions of your bill as contrasted with those of the 
other bills? 

Mr. Deanery. My bill simply provides that before they use chem- 
icals in foodstuffs, they show to the satisfaction of the Food and Drug 
Administration that it contains nothing harmful. 

Mr. Dres. Does that apply to cosmetics ? 

Mr. Detanry. No; cosmetics are not included in this bill. There is 
a bill on cosmetics but it is not the bill that we are hearing now. 

Mr. Dres. Your bill just applies to food ? 

Mr. Detaney. Just food additives only. Then, of course, for the 
protection of the company offering the bill, they have the right to 
appeal to the courts in the event they are not satisfied. 

Now, the Food and Drug Administration sat in on this bill, and 
Mr. Kleinfeld, the select committee counsel, drafted the bill after 
these extensive hearings. He was very careful in drafting this, and 
he consulted with the Food and Drug Administration. We had to 
see if we had a workable bill without adding a great number of em- 
ployees down there. They looked over the bill, making changes and 
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suggestions, and we went over them. Eventually, we worked out this 
bill. A copy of this bill was sent to organizations throughout the 
country, such as health institutions, State offices, and various societies, 
Cancer Society and many of the others. With Just minor suggestions 
they generally approved of the bill. Some of them referred to the 
wording of one ine or another but in general language they ap- 
proved it. 

Now, it would be physically impossible to write a bill that would be 
satisfactory to every one of these groups, and since this is substantially 
what they all want, we could not change the bill or we would never 
get the approval of : all of the or ganizations. 

We have notified those that are interested, and I have 1 or 2 state- 
ments here from those who are unable to appear that I shall ask to 
have included in the record when I finish. 

Mr. Drrs. When you were talking about writing the bill, would 
they not have the right under the Administrative Act t anyway ? ? 

Mr. Detaney. This gives them the right to appeal. The Food and 
Drug Administration feel that they can enforce this without addi- 
tional help, and I believe you will have the benefit of their testimony 
sometime during this hearing. It has been substantially approved. 

Mr. Dies. I am concerned about setting up a uniform administra- 
tive law that provides generally for all of these cases. I w onder, if 
by having a special provision of appeal here, you are in conflict with 
the general administrative law in creating an exception ? 

Mr. Detaney. I do not know of any. Here it definitely gives them 
the right to appeal in the event that they are not satisfied. 

May I say that what we are most interested in, as I said in the state- 
ment, is the residuary toxicity that is found in many of these chemical 
additives. It is not apparent in a day, or 2 days, or a week. When 
you are in a weakened condition, it seems to creep up on you. It 
might be likened somewhat to a fellow taking a drink. He would 
get by with 8 or 10 of them and then the 11th one causes the trouble. 
The last one would catch up on the person. 

To continue with my prepared statement: 

The United States Food and Drug Administration, in collaboration 
with the United States Public Health Service, revealed that approxi- 
mately 842 chemicals are used, have been used, or have been suggested 
for use in foods. Of this total, it was estimated that 704 are em- 
ployed today, and that of these 704 only 428 are definitely known to 
be safe. Thus, there are approximately 276 chemicals being used in 
food today the safety of which has not been established to the satis- 
faction of many groups concerned with the health and safety of the 
public. 

The testimony upon which this latter statement was based was given 
in 1950. Since new chemicals and chemical compounds are constantly 
coming into use, it is reasonable to assume that today, in 1956, many 
more than 276 chemicals whose safety may be open to question are 
being added to foods. Also, as pointed out in a statement by the 
American Public Health Association, prepared for inclusion in today’s 
hearings, new methods of processing have recently been developed and 
chemical changes resulting from radiation effects on foods may soon 
present new problems. 


73973—56 3 
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_ In considering existing legislation relative to the situation here out- 
lined, the committee found that: 

With few exceptions, the witnesses who appeared * * * were of the view 
that existing laws dealing with the use of chemicals in the production and process- 
ing of food products are not adequate to protect the health of the consuming 
public. They testified to the serious lack of scientific data concerning the harm- 
lessness of products used in and on many common and basic foods, and agreed 
that careful pretesting by competent investigators would greatly minimize the 
public-health hazard from this source. 

Many qualified witnesses recommended that a section generally similar to the 
new drug section of the Federal Food, Drug and Cosmetic Act be added to the 


statute. 


In speaking on this point before the committee in 1950, Dr. Paul B. 


Dunbar, who was then Commissioner of the Food and Drug Admin- 
istration, said, and I quote from his remarks as recorded on page 23 
of the 1950 hearings: 

The new drug section provides for advanced clearance before the public re- 
ceives these new drugs. There is no prior clearance before a chemical sub- 
stance may be added to a food product. 

That puts the American public in a position where they are the 
guinea pigs for anything that comes on the market. I say that we are 
probably playing Russian roulette with some of these things. We 
just do not know. This bill simply provides for ordinary testing or 
pretesting before these new and untested chemicals are added to our 
food supply. 

Mr. Dres. As I understand you, Mr. Delaney, you headed a special 
committee that investigated this subject thoroughly ? 

Mr. Detaney. That is right. 

Mr. Dres. And you reached a unanimous conclusion that there is a 
definite need for this legislation ? 

Mr. Dexaney. That is right, and I believe some members of the 
committee will testify here. 

Mr. Dies. Did you hear from the industry involved in your hear- 
ings ? 

Mr. Dexaney. Yes; every industry that requested to be heard was 
heard. 

Mr. Dies. How many would that be; were there many or just a 
smal] number # 

Mr. Detaney. I would say there was a great number. That is, lixe 
the lacge canners, and the large chemical people. They all testifi>d 
before the committee. 

Mr. Dres. Did they generally oppose the legislation ? 

Mr. Druangy. Well, at that time they were trying to convince the 
coum ittee that the laws that were then on the books were adequate. 
Of coarse, as it stands today, the burden is upon the Food and Drug 
Administration to go in and test. The Food and Drug Administration 
has not the facilities to go into every untested chemical additive. 

Mr. Dies. This welll shift the burden to the industries to have ‘he 


pretesting done? 

Mr. Devaney. At least to show that they have made tests to prove 
that they are not toxic, to the satisfaction of the Food and Drug Ad- 
ministration. 

Mr. Dres. Thank you. 

Mr. Detaney. To return to Dr. Dunbar’s remarks: 
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It is only after that substance is added and the product so treated becomes a 
matter of interstate commerce that the Food and Drug Act gives jurisdiction for 
investigation to determine whether a deleterious substance or poisonous sub- 
stance is present in the food, and then action may be taken by seizure, by crimi- 
nal prosecution, or by injunction. 


Also on this point, in a letter to the committee under date of Janu- 
ary 22, 1952, as recorded on pages 1407-8 of part 3 of the hearings, 
a food industry representative, Dr. R. C. Newton, vice president of 
Swift & Co., stated : 


There is a considerable danger that the present situation will lead to a dis- 
aster which, in addition to the harmful effect on public health, will undermine 
public confidence in the food industry and particularly in the chemical industry. 
There is a gap in the present Federal food law which should be closed by amend- 
ment. For foods that are as yet unstandardized, the present law places the 
burden on the Food and Drug Administration to prove that a substance is poi- 
sonous before its use in food can be prevented. A simple change in the law to 
place the burden of proof on the prospective user, for example, of the chemical, 
is essentially all that is needed. 

I wish to make it perfectly clear that I have taken no position either in sup- 
port or in opposition of any particular bill. It is because I feel so strongly that 
the chemical industry may do immeasurable harm to the food industry as well 
as to itself by opposing such an amendment, that I take the time to bring this 
matter to your attention. . 


Returning to the committee poets in its conclusion the committee 
stated that evidence had convinced it : 


That chemicals have been utilized in and on the food supply of the Nation with- 
out adequate and sufficient testing of their possible long-range injurious effects; 
that the public is entitled to greater protection with respect to foods it must nec- 
essarily consume ; and that such protection is not afforded by existing legislation, 
under which the Government may take no action until after the food has been 
placed upon the market and injury may have occurred. 


The committee then recommended that the Federal Food, Drug, and 
Cosmetic Act be amended to require— 

That chemicals employed in or on foods be subjected to substantially the same 
safety requirements as now exist for new drugs and meat products. Adequate 
provisions for a comprehensive judicial review of administrative decisions should 
be included in such an amendment. 

Mr. Chairman, H. R. 4475 is carefully designed to meet the need 
which exists and to carry out the committee recommendations. 

It is simple and workable. It affords protection for the public and 
at the same time guards the legitimate interests of the food manufac- 
turers and processors. 

I should like to comment very briefly on two sections of H. R. 4475. 

In section 1, the definition of chemical additive does not exempt 
any chemical additive on the grounds of “prolonged use.” It is my 
belief that if a chemical additive is dangerous, it is dangerous whether 
it has been used for years or whether it has just been introduced into 
commerce. Instances supporting this viewpoint are given in the 
committee report. The action taken last year by the Food and Dru 
Administration against certain coloring materials which had been use 
for years affords a further illustration. I believe that exemption 
because of “prolonged use” would defeat the purpose of protective 
legislation. The criterion should always be: “Is this chemical safe 
for public consumption ?” 

In section 5, I believe that the procedures outlined would not be so 
cumbersome that the Food and Drug Administration would be unable 
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toenforce them. This is important, since, of course, no law is of value 
if it cannot be enforced. 

This section provides that chemical additives be pretested before 
being released into interstate commerce and requires that it be demon- 
strated that their employment will serve a purpose which will be useful 
to the consuming public. 

The section also safeguards the legitimate interests of the food and 
chemical industries by giving adequate provisions for review of ad- 
ministrative decisions and for appeal. 

Mr. Chairman, interest in this subject is countrywide. During, and 
since the committee’s investigation I have received literally thousands 
of letters from res in every State of the Union and from various 
countries abroad. ‘The supply of the published hearings of the inves- 
tigation at the Government Printing Office has long since been ex- 
hausted, and I am no longer abel to comply with the constant requests 
received for copies. 

The action your committee takes on the bills before it, will be 
watched with closest interest by citizens throughout the country. 

Mr. Chairman, it is my earnest hope that constructive legislation, 
in the true interest of the public health, will result from these hearings. 

The Cuatrman. Mr. Delaney, on behalf of the subcommittee may 
I thank you for your statement and your interest in this subject, and 
I know it has continued over several years. I am sure that it is aimed 
at only one goal, and that is adequate protection for the consuming 
public. Did you have some other matters to present ? 

Mr. Dexaney. I have a few others. I request that this letter and 
statement outlining the position of the food and nurition section 
of the American Public Health Association on some of the bills before 
the committee be included in this report. 

The Cuarrman. Without objection, the communications will be 
included in the record. 

Mr. Detaney. Then another letter from the committee on public 
Health of the New York Academy of Medicine, in response to a request 
I had addressed to the Academy for comments on various bills. I 
ask that that be included. 

The CnatrmMan. Without objection it will be included. 

Mr. Detaney. And I ask that this resolution, adopted at the 1950 
annual meeting of the Association of State and Territorial Health 
Officers, and reaffirmed by the executive committee of the association 
on June 4, 1955, be included in the record. 

The Cuatrman. Without objection, all of the matters will be 
included in the transcript. 

(The documents are as follows :) 


THE AMERICAN PUBLIC HEALTH ASSOCIATION, INC., 
New York, N. Y., January 26, 1956. 
Hon. JAMes J. DELANEY, 
House of Representatives, Washington, D. C. 


Dear Mr. DELANEY: I appreciate very much your advice under date of Jan- 
uary 23 about the House Interstate and Foreign Commerce Committee hearings 
which are scheduled on H. R. 4475 and other chemicals in foods bills, for 
January 31. 

In view of the tight hearing schedule of which I am informed, it occurs to me 
that the well-considered and succinct statement made on behalf of our section 
on food and nutrition of the American Public Health Association should be put 
into the record as that can be done with a minimum of burden to your schedule. 
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We hope that this considered judgment of public-health workers may be of 
use to you and your committee in reaching conclusions on specific bills. 
Faithfully yours, 
REGINALD M. ATwWatTER, M. D., 
Executive Secretary. 


POSITION OF THE Foop AND NUTRITION SECTION, AMERICAN PuBLIC HEALTH Asso- 
CIATION, REGARDING Irs Review or H. R. 4475, H. R. 4476, H. R. 4100, H. R. 4099, 
H. R. 5036, anp H. R 5927, 84rH Coneress, TOGETHER WITH ACCOMPANYING 
REPORTS 


1. The section desires to limit its statement to the general objectives of any 
proposed bills that deal with additives to foods. The section believes that a 
decision as to the safety of new additives to foods involves application of 
scientific knowledge and judgment to establish facts. Reliance upon such ex- 
pert knowledge is essential and legislation enacted should be written with this 
view in mind. The legislation should apply to all foods, whether these foods 
are intended for domestic or foreign ecommerce. 

2. The section is in accord with the statement of general prineiples adopted 
by the food and nutrition board of the Nation Research Council, November 5, 
1954, which reads: 

(a) A decision to use an intentional additive in foods should be based on the 
assurance (a) that it will be safe, and (0b) that it will benefit the consumer. 

(b) Results of critically designed tests of the physiologic, pharmacologic, 
and biochemical behavior of a proposed additive made in various species of 
animals can provide a basis for the evaluation of the safety of a chemical at a 
specified level of intake by man. It is impossible, however, to establish absolute 
assurance that the additive at this level will be completely safe for all humans 
under all conditions. 

(c) Additives should be subject to continuing observation for possible deleteri- 
ous effects under prolonged and varying conditions of use and should be reap- 
praised whenever indicated by advances in knowledge. 

(d) The safety of an additive should be appraised in terms of the minimal 
level of physiologic response, of the extent of its use in foods, and of the amounts 
that may be eaten under all likely patterns of consumption. No substance should 
be added to a food if there appears to be a reasonable probability that the 
maximum amount likely to be consumed in the human diet will produce adverse 
deviations from normal phychologic function. 

3. The section is also in accord with the statement by the same body that “in 
order to judge the safety of the use of an additive in the light of these prin- 
ciples, information must be obtained on: (a) the chemical and physical properties 
of the additive and, when possible, the forms to which it may be converted in 
the food product; (0) the biologic effects of varying dosages of the additive 
and its conversion products, including toxicologic, metabolic, and nutritional 
effects; and (c) the anticipated levels and patterns of consumption. It is im- 
perative that the detailed protocols so obtained be submitted to the body charged 
with enforcement of such legislation.” 

4. The section wishes to point out that the proposed legislation which has 
come to its attention apparently does not adequately cover the chemical changes 
resulting from radiation effects on foods or the new methods of processing. 


Tue New York ACADEMY OF MEDICINE, 
COMMITTEE ON PuBLIc HEALTH, 
New York, May 17, 1955. 
Hon. JAMES J, DELANEY, 
Member of Congress, 
House Office Building, Washington, D.C. 


Dear Mr. DELANEY: In response to the request in your letter of April 7, the 
Committee on Public Health has reviewed the bills introduced by you, Mr. 
Priest, and Mr. O’Hara proposing to amend the Food, Drug, and Cosmetic Act in 
relation to the pretesting of chemicals to be added to foods and cosmetics. 

The committee has selected for comment those portions of the bill that come 
within its purview, namely, the aspects that impinge upon the health of the 
public. It has not concerned itself with the proposed provisions for court review, 
nor has it passed upon all the administrative procedures embodied in the bills. 
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The committee favors the omission of language that would exempt chemicals 
already in use. In the Priest bill (H. R. 5036, sec. 1) pertaining to chemicals 
in cosmetics, exemption would be afforded by the clause “but such a substance 
not so recognized shall not be deemed to be a ‘new cosmetic ingredient’ if at any 
time prior to the date of the enactment of this paragraph and subsequent to 
June 25, 1938, it has been used to a material extent as a component of a cosmetic.” 
In the Priest (H. R. 4099, sec. 1) and O’Hara bills (H. R. 4100, sec. 1), which 
appear to be identical, the same effect would be achieved for chemicals in food 
by exempting substances “having been adequately shown through scientific pro- 
cedures or through prolonged use in food to be a substance without hazard to 
man in its intended use.” 

In the opinion of the committee, it is desirable to word the law so as to make 
all substances susceptible to control. Even though it would be impossible to 
evaluate within any reasonable period all substances now in use, the committee 
believes that the omission of a limiting clause would strengthen the Food and 
Drug Administration in its efforts to prevent injury resulting from chemical 
additives. 

With respect to the proposed requirement in your bill on chemical additives 
to food (H. R. 4475, sec. 5) that the application contain a statement demon- 
strating that employment of the chemical additive “will serve a purpose which 
will be useful to the consuming public,” the committee’s opinion is that although 
the intention is sound, the language should be more precise. Usefulness might 
lie in appearance, in packaging or in nutritive value. It is suggested that the 
directions for submission of applications might read: “A statement of the in- 
tended use of the chemical additive and justifying its addition on the basis of 
utility.” 

All the bills except one propose that in controversial cases, an advisory com- 
mittee of experts selected by the National Academy of Sciences be set up to 
review decisions and make recommendations. The committee is of the opinion 
that this provision for referral to a committee of technical experts is extremely 
valuable for the evaluation of chemicals to be added to either foods or cosmetics 
and that it should be retained in any legislation that is enacted. 

The committee urges the passage of the provision in your bill (H. R. 4476, 
sec. 4) which strengthens the wording of section 601 (a) by broadening the 
definition of coal-tar products used in hair dyes and making more emphatic the 
warning to be used on labels for such dyes. 

The committee further notes with approval your suggestion (H. R. 4476, sec. 
6) that section 602 on misbranded cosmetics be amended to require the inclusion 
on the label of the common or usual name of the cosmetic chemical. This would 
appear to be an additional safeguard against the use of dangerous substances. 

Similarly, the committee approves the amendments to section 705 (b) which 
Mr. Priest has proposed (H. R. 5036, sec. 6) : (1) That the dissemination of in- 
formation regarding food, drugs, devices, or cosmetics in situations involving 
imminent danger to health or gross deception of the consumer be made manda- 
tory; and (2) that information on such situations be immediately publicized to 
the trade. It is suggested that these amendments be incorporated in the final 
form of the bill. 

The Committee on Public Health appreciates the opportunity to express opin- 
ions on this important legislation. It is hoped that these comments will be of 
value to the Committee on Interstate and Foreign Commerce in its consideration 
of the several bills. 

Very truly yours, 
H. D. Kruse, M. D. 
Exrecutive Secretary. 


THE ASSOCIATION OF STATE 
AND TERRITORIAL HEALTH OFFICERS, 
June 21, 1955. 
Hon. JAMES J. DELANEY, 
Member of Congress, 
House Office Building, Washington, D. C. 

Dear Mr. DeLaney: This is in further reference to your letter of April 6, 1955, 
concerning chemicals in food and cosmetics. 

I presented your letter to our executive committee at their meeting in Wash- 
ington, D. C., on June 4, and the following resolution was reaffirmed by the 
committee : 
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RESOLUTION No. VI—ADOPTED AT 1950 ANNUAL MEETING 


Whereas there is an increasing use of chemical substances and other new 
ingredients in or on foods in production or processing ; and 

Whereas many of these substances introduced purposely or accidentally may 
be harmful and may either directly or indirectly affect the nutritive value of 
the foods which contain them; and 

Whereas it is evident that additional research directed at the agricultural 
needs and public health implications of such chemicals should be encouraged 
and the results made available to Federal and State agencies responsible for 
protecting foods; and 

Whereas the Food and Drug Administration of the Federal Security Agency 
is qualified by experience and is authorized by the Congress to protect the 
interest of consumers in regulating the composition and labeling of many articles 
of food : Therefore be it 

Resolved, That the Association of State and Territorial Health Officers rec- 
ommend to the Congress that it amend the existing Food, Drug, and Cosmetic 
Act to prevent the incorporaiton into or on foods of chemicals or other new in- 
gredients before they have been reviewed and approved by the Food and Drug 
Administration. 

Your sincerely, 
FRANKLIN D. Yoper, M. D., 
Secretary-Treasurer. 

Mr. Devanry. May I say that my office has notified many of the in- 
terested parties in this type of legislation, and in this particular legis- 
lation, and we have had responses from some of them. Some of them 
are unable to call together their groups and have a representative tes- 
tify but there are some who wish to be heard, and I request that this 
committee give consideration to this. 

May I say further that Mr. Kleinfeld, our counsel, together with 
the members of the select committee, decided that we would not call 
anyone before our select committee during these hearings in 1950 and 
1951 and 1952 unless they were qualified. Every man that testified 
there, I think, with the exception of Louis Bromfield, who had received 
world recognition because of his experimental organic farms, every 
man or woman that testified was recognized in his own field. We 
had the most eminent list of nutritionists and health officers that could 
be found anywhere. We were very careful not to let unqualified people 
that just wanted to make a statement come in, and we tried to get only 
recognized authorities whose qualifications were well accepted by all 
of these associations. 

The CuatrmMan. May I compliment you on the adoption and the 
carrying out of that policy, Mr. Delaney. 

Are there any further questions ? 

Mr. O’Hara. Mr. Chairman, I should like to sincerely compliment 
my friend from New York on his statement. I recall distinctly the 
great interest the late Frank Keefe had in this subject. As a result 
of that, I believe the gentleman from New York, the witness before us, 
brought about the formation of this ~ saa committee which made an 
exhaustive study into the subject. There was a great deal of interest 
on my part. I do want to say as a member of the Committee on Inter- 
state and Foreign Commerce that I have greatly appreciated the gen- 
tleman’s interest. 

I assure him that my individual wish is that we accomplish some- 
thing in the public interest. To be the author of a bill is of small 
moment to me personally. 

Mr. Deanery. I can very well say the same. As long as the public 
receives the protection, I am not interested in whose name is on any 
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of the bills, and I must say at this time that if it had not been for the 
crusading efforts of Frank Keefe, that committee would never have 
been formed. Asa member of the Rust committee in those days, Frank 
Keefe was up there time after time bringing to the attention of that 
committee the importance of this. It was recognized, as I say, by the 
late Adolph Sabbath, who sat in on the first pure food law legislation 
in 1908. 

Mr. O’Hara. Let me ask the gentleman one question. The appeal 
provisions contained in H. R. 4475, your bill, provides only for the 
appeal, as I understand it, to the circuit court of appeals upon the 
record made before the Food and Drug Administration at a hearing, 
is that correct ? 

Mr. Detanry. It provides for an appeal from their decision; yes. 

Mr. O’Hara. But it would be to the circuit court of appeals rather 
than some of the bills which provide for declaratory radius pro- 
ceedings, which would be in the nature, I presume, of proceedings de 
novo. I think the provisions in your bill refer only to the appeal 
provisions of the circuit court of appeals. 

Mr. Detaney. Well, that is a very unimportant thing, as to where 
the appeal is made. As long as they have adequate relief in their 
appeal, that is the important thing. I have no objection to any amend- 
ment on that, but this was thought out principally, as to the appeal 
section, by various members of industry, and various members of 
the Food and Drug Administration, and they thought this was the 
best approach. I believe Mr. Kleinfeld, the counsel, is in the room 
and may I say for him that for many many years he was in charge 
of the food and drug prosecutions in the Attorney General’s Office. 
It took a great deal of inducement to get a man of his type to come 
and act as counsel to the committee. We were able to borrow him 
from the Department of Justice at that particular time and it was 
through his years of experience that we were able to cover the great 
ee that we have. 

Mr. O’Hara. The gentleman does agree, does he not, that an appeal 
provision which does provide a review of the important questions in- 
volved in some of these matters should be in any legislation that is 

assed, so that a speedy determination by the courts of the problems 
involved should be had, whether it is in the district court or whether 
it is in the circuit court of appeals? 

eh Deanery. As long as it is prompt, and affords them adequate 
relief. 

Mr. Dres. I have always been under the impression that the very 
purpose of the Administrative Procedures Act is to provide a uniform 
system of appeals. It would seem to me that there ought to be some 
clarification by our counsel as to the need and advisability of inserting 
special appeal clauses in a bill. If we do it in this bill, we will do 
it in another one, and we should have a uniform system. It was sup- 
posed to obviate or eliminate the necessity of this sort of clause. 

_ Mr. O’Hara. There is quite a difference of opinion as to the effec- 
tiveness of the administrative appeal provisions. Let me say to the 
gentleman, some people feel where you appeal to the circuit court 
of appeals, that sometimes it is unsatisfactory on a question of fact. 
There is not so much trouble on the question of law. I have been one 
of those who have advocated that the circuit court of appeals is not 
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always the best determination of a decision by a quasi-judicial body, 
because if there is some evidence to sustain a bad decision, adminis- 
trative decision, the circuit court of appeals rather uniformly does 
affirm it. Whereas if there is an opportunity for a trial on the issues 
and the judge sits there and observes the witnesses, it does make a 
difference in the form of appeal. That is one of the arguments. 

Mr. Dres. That may be true, but what we are actually doing is 
creating a great many inequalities, and we are destroying the effective- 
ness of the Administrative Procedures Act. It seems to me, that our 
aapproach should be to amend the Administrative Procedures Act. 
We are going to have all sorts of methods of procedures in our law 
and no uniformity or consistency about any of it if we keep on insert- 
ing these special appeal clauses in the legislation. 

Mr. O’Hara. The gentleman still seeks to see that justice is done 
in any provision of appeal. 

Mr. Dies. That is true. 

Mr. O’Hara. I thank the gentleman. 

The Cuarrman. Are there any further questions? 

Mr. Cartyte. Mr. Delaney, your statement has been very helpful 
to us. 

Mr. Deanery. Thank you. 

Mr. Sprincer. Mr. Delaney, on page 4 in section D, lines 3, 4, and 5 
which reads: 


Shall submit the application and other data before him to an advisory com- 
mittee appointed 

Mr. Detanry. Is that on page 4? 

Mr. Springer. Yes, it is on lines 3, 4, and 5. 

Shall submit application to an advisory committee to be appointed pursuant 
to subsection F. 

Mr. Dexanry. I do not think that we are talking about the same 
bill. Are you looking at H. R. 

Mr. Sprincer. I think it is lines 17, 18, and 19, the words: 

Shall submit the application and other data before him to an advisory com- 
mittee to be appointed pursuant to subsection F. 

Now, turn over to subsection F, on page 6. Do I take it that the 
original committee shall be selected by the National Academy of 
Sciences? Isthat the first step ? 

Mr. Detanry. That is what the bill so states. 

Mr. Springer. If the National Academy of Sciences does not choose 
to act, then the Secretary may appoint the members of the board 
himself, to comprise the board, if he wants to. Is that correct? 

Mr. Devaney. That is right. 

Mr. Sprincer. That is, the Secretary. 

Mr. Detaney. That is correct. 

Mr. Springer. Now, turning back to page 5, if you will, to lines 8, 
9, and 10 which says: 

Otherwise the Secretary shall issue an order within the said 30 days refusing 
to approve the application— 
is that in addition to the 90-day period ? 

Mr. Devaney. That is after the 90-day period. 

Mr. Sprineer. That is after the 90-day period ¢ 

Mr. Devaney. Yes. 
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Mr. Sprincer. In other words, I take it that just to get the specific 
steps, you file an application and the individual has 90 days, or he 
submits it to this board rather, and they have 90 days within which 
to return their findings. Is that true? 

Mr. Detaney. That is right. 

Mr. Sprincer. Then he has 30 days to review the application and 
say “Yes” or “No”; is that true? 

fr. Devaney. Yes. 

Mr. Sprincer. And then he enters an order that it is either approved 
or disapproved ? 

Mr. Devaney. Yes. 

Mr. Sprincer. Now, then, within 30 days thereafter, they have a 
public hearing; is that true? 

Mr. Devaney. Yes. 

Mr. Sprrncer. At that hearing, then, it is practically open, and 
either individual may call anyone they wish ? 

Mr. Deanery. That is right. 

Mr. Sprincer. Then, at that point, if the applicant finds himself 
ruled against, he then has the time set out in section 505 (h) of the 
Pure Food and Drug Act, within which to appeal ? 

Mr. Detanry. That is right. 

Mr. Sprincer. I wanted to pursue this for a second further, Mr. 
Delaney. Are you familiar with section 505 (h) ? 

Mr. Deanery. I am not too familiar with that. 

Mr. Sprtncer. I take it though from what has been said—I will 
have to admit that I am not familiar with the section and I am just 
asking for information. 


Mr. DevaNry. We have 1 or 2 experts that will clarify that section. 
I have the counsel for the committee here, and I do not know whether 
he is going to be called or not, who for 8 years pp his duties 


as chief counsel to this committee was in charge of all of these appeals 
in the Department of Justice, and he is familiar with all of those sec- 
tions. These conform generally to the usual practices, giving ade- 
quate time and relief for appeal and public hearings and whatever 
else is necessary for the protection of the men offering the chemical. 

Mr. Sprincer. I will await the information until later. Thank 
you very much. 

The Cuatrman. Are there any further questions ? 

May I state that Mr. Delaney is a member of the Rules Committee. 
That committee is in session and he needs to get back to the Rules 
Committee. However, if there are any other questions he would be 
glad to answer them at this time. 

If not, we thank you again, Mr. Delaney. 

Mr. Detaney. I thank you for the opportunity to appear. 

The Cuamman. We thank you for your appearance and the sug- 
gestions you have made. 

Mr. Devaney. Thank you very much. + 

The CHArrMAN, The next witness will be Dr. A. L. Miller. 

Dr. Miller was also a member of the select committee and has had 
a very long and continued interest in this subject. 

We are happy to have you, Doctor. 

Dr. Miller has recently introduced his latest bill, I believe, H. R. 
8748, and it is on that bill partiondaely that he desires to testify today. 
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STATEMENT OF HON. A. L. MILLER, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF NEBRASKA 


Dr. Mitter. Thank you, Mr. Chairman and members of the com- 
mittee, it is a pleasure to follow my former chairman of the Select 
Committee on Chemicals in Food, Mr. Delaney. We did have some 
very exhaustive hearings on the subject. I think from those hearings, 
the number of bills that have been introduced the last few years shows 
the interest of the Congress and the public in legislation of this type. 

My interest goes back to when I was State health director of public 
health in Nebraska, 16 years ago. It has continued during my terms 
here in Congress. 

I appreciate this courtesy of letting me be heard on my latest bill, 
H. R. 8748. And there are a number of bills introduced before the 
committee. I have introduced a number because it has been difficult 
to get technical arrangement and agreement between industry and 
the departments of Government, as you well know. All of the bills 
have, I think, for their purpose, that of protecting the public health. 

It is a technical subject. It deals with technncal, scientific prob- 
lems for which there are no ready or easy answers. It is also a deli- 
cate problem, because in considering in this legislation the desirability 
of a mechanism for the protection of the public health we must not 
lose sight of the overriding principle that free enterprise must be 
encouraged in its constant research for a better, a more attractive, a 
more abundant, and a safer food supply for the American public. 

The bill I have introduced, H. R. 8748, attempts to promote and 
safeguard the public health, as do the other bills. The main differ- 
ences between the one the chairman, Mr. Priest, has introduced and 
H. R. 8748 seems to be in the definition of a chemical additive and in 
the judicial proceedings. I am going to confine my remarks to the 
bill and some of those changes. 

H. R. 8748 attempts to clarify the duties and responsibilities of the 
food and related industries, and to establish certain sanctions which 
will insure a safe food supply. 

The bill defines “new food additives” and I quote: 

Any substance or treatment used, directly or indirectly, in or on food for the 
purpose of affecting the appearance, flavor, texture, or storage property of such 


food, or for the purpose of otherwise altering any quality or property of such 
food, which is not recognized among experts— 


and this is important— 


experts qualified by scientific training and experience to evaluate the safety 
of food, to be safe for use under the conditions of such use or intended use. 

The definition takes in the grandfather clause. We set up a date 
of January 1, 1956; but, if, in the opinion of the food administrator, 
there is reasonable doubt of any food additives, and there are thou- 
sands of them being used now, that have been in use—if there is any 
reasonable doubt that something is wrong with this old additive, then 
they may be required to go back and go Reah the procedures in the 
bill which requires the industry to come in and make a showing, and 
there can be a public hearing, as I will illustrate in the bill. 

Mr. Dies. it there is a reasonable doubt, you could require the pre- 


testing of even the old chemicals in use for a long time? 
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Dr. Mriuer. Yes. I think that is important, because there are some 
in use that may be injurious. There must be a reasonable doubt, and 
recognized experts qualified by technical training and experience must 
say there is a reasonable doubt. 

Mr. Dies. Who is going to determine whether there is a reasonable 
doubt ? 

Dr. Miuier. As I say, that is in the definition— 
which is not recognized among experts qualified by scientific training and experi- 
ence to evaluate the safety of food, to be safe for use—— 

Mr. Dies. It would be up to the Food and Drug Administrator to 
determine whether there was a reasonable doubt, would it not? 

Dr. Mitier. They do that; yes. 

Mr. Dies. Otherwise you never could have an administrative deter- 
mination ? 

Dr. Mixier. That is right. 

Mr. Dies. That would not be subject to court review ? 

Dr. Miter. In my bill, we have a court procedure, and I will go 
into that, if I may. I can show you how that is accomplished. 

In other words, the definition confers jurisdiction on the Depart- 
ment of Health, Education, and Welfare to apply the procedural sanc- 
tions of the bill to any substance or treatment used in or on food if, 
in the quantity and manner of use, the substance is not recognized as 
safe by qualified scientists. 

The use of the word “treatment,” and I use the word “treatment” 
where some of the other bills do not, in this definition is also signifi- 
cant. It was included so that the new and revolutionary treatment 
of food, the use of neutrons, ions, and so forth, that is being used in 
the treatment of meat, and things that may be used in the future, I 
think ought to be included in the definition. If the ionic treatment, or 
the neutron treatment, or the isotope treatment of food shows that 
there is some need for investigation by the Department of Health, 
Education, and Welfare, it may be done. 

Excluded from the bill is the provision on pesticides, as defined 
by Public Law 518 of the 83d Congress. This committee heard the 
testimony on the pesticide bill, and that became Public Law 518. 

Pesticide chemicals are adequately dealt with in Public Law 518 
of the 83d Congress. 

There are many food additives now in use that are safe and are 
recognized as safe. There are many food additives now in use 
about which we have little scientific knowledge, but which have been 
used without any laboratory or practical evidence of hazard to the 
public health. It is my ledling that legislation requiring exhaustive 
laboratory analysis, pretesting and reporting of the old, recognized, 
safe additives would serve no useful purpose and would be undul 
burdensome upon both industry and Government. If, however, evi- 
dence—scientific evidence—should be developed, in the laboratory or 
otherwise, that an adidtive in use presents a reasonable probability 
of injury to health, the industry marketing that additive should be 
made to examine and re-examine its data and subject this additive 
to the scrutiny of the Department under this law. 

Most of the bills that have been introduced on this subject agree, 
at least in principle, with this statement of the objectives of such legis- 
lation and with the jurisdiction which should be conferred upon the 
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Department of Health, Education, and Welfare as its enforcement 
agency. The bills all quite uniformly agree that any industry pro- 
posing to market a substance that comes within the definition of a 
new food additive” should submit a report of the scientific pretest- 
ing that has gone into development of the substance to the Depart- 
ment. The bills also are in material agreement on what the = 
should contain, and they all agree that the Secretary of Health, Edu- 
cation, and Welfare should have certain power over the use of chemi- 
cals and other added substances in our food supply. 

The significant division in thinking appears in the procedures that 
are to be established. Here again, however, we all agree that the 
public health is paramount, and we all agree that the magnificent prog- 
ress of American industry must not be blocked by an unwise dele- 
gation of power to a Government agency. The procedures established 
by these bills all have this purpose in mind. 

We are dealing here with a field that is primarily scientific, and 
secondarily legal. The problem of “what is safe for public-health 
purposes” is essentially one within the knowledge of scientists who 
are qualified by training and experience to evaluate safety factors, 
They are the men upon whom a court would depend when the problem 
was presented to it. 

I have, therefore, in H. R. 8748, peo the primary responsibility 
for evaluating the safety of new food additives upon an advisory 


committee composed of scientists. Any industry proposing to mar- 
ket a new food additive, after submitting its report of pretesting to 
the Secretary, may request that an advisory committee be appointed 


to examine the report of pretesting, and, after completing its exami- 
nation, to submit recommendations to the Secretary. 

Mr. O’Hara. Would the gentleman yield at that point, because it 
is an important point? 

Doctor, would you say that there is any appeal from that decision 
of the advisory committee ? 

Dr. Mitter. Yes, sir. I will go on and explain that. 

Mr. O’Hara. My point was that actually the ultimate decision is 
made by the Food and Drug Administration. Is that not true? 

Dr. Mitter. Yes. The ultimate decision will not be made by scien- 
tific boards. They are advisory. But I submit that, when the ad- 
visory committee makes a finding, as they did under the insecticide 
law, which was against the Food and Drug Administration, and it 
has been tried, and this is not a new procedure, the Food and Drug 
Administration went along with industry in the case. The law just 
went into effect this last July, that you gentlemen helped to pass. 
That was the pesticide bill. 

The scientific council found against the Food and Drug Adminis- 
tration, and yet the Food and Drug Administration did not appeal 
to the courts. * They could, if they wanted to, or industry could have 
appealed. But they would have two strikes on them because this 
is, first, a scientific problem, and not a legal problem. It is legal, 
but it takes scientific men to explain to a lay court what is meant by 
many of the technical provisions contained in these bills. 

Mr. Roserrs. Is there anything mandatory in that finding by the 
scientific committee ? 
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Dr. Miter. No, it isnot. It is merely advisory. It is an advisory 
board which gives both industry and the Department the right to 
go through that procedure. I do not think that there would be 
many appeals from them. Anyone that appealed from a board of 
scientific men would certainly have two strikes against them. The 
court decision would be final. 

Mr. O’Hara. I still do not understand where, legally, there is any 
right of appeal in your bill. I do not like to belabor it because I 
appreciate you will testify further, but the point you emphasize is 
that it is advisory. My point is that the ultimate decision of the 
Food and Drug Administration that must be appealed from, it seems 
to me, is the ruling or decision of the Food and Drug Administration. 

Dr. Mitier. That would be the final decision, but the Food and 
Drug people would not appeal, in my opinion, any decision made by 
the scientific board. 

Mr. O’Hara. Certainly it makes a lot of difference in the enforce- 
ment, I would think. 

Dr. Mutter. They can appeal, and the court can make a finding, but 
I presume the courts would depend upon the testimony of scientific 
men in making their findings. 

I will go on and explain the section of that. 

It should be emphasized that the function of the committee is, as 
the name implies, advisory only and its recommendations are not 
binding, upon the Secretary. It does give the applicant and the 
Secretary the benefits of the knowledge and the impartiality of a 
board of experts. Members of the committee are selected by the Na- 
tional Academy of Science from diversified scientific fields, skilled in 
the subject matter of the particular additive referred. Their in- 
dependent and impartial knowledge can act as a brake upon any in- 
clination that might appear on the part of the Secretary to exercise 
arbitrary and unreasonable control over industry. It can also serve 
as an arbiter between industry and the Department if sharp differ- 
ences develop. The committee can be requested and consulted by the 
Secretary, just as it can be by the applicant industry. 

The advisory committee device has proved itself well in another 
facet of the food field since the enactment of Public Law 518 of the 
83d Congress. That law, of course, deals with the use of pesticide 
chemicals. It establishes advisory committees to make recommenda- 
tions to the Secretary on pesticide chemical tolerances. I have fol- 
lowed the same framework in writing the advisory committee into 
H. R. 8748. 

To those who fear the use of the advisory committee and suggest 
that it would become a tool in the hands of a capricious department, 
may I say that on the only occasion when an advisory committee has 
been consulted under Public Law 518 the committee’s recommenda- 
tions were contrary to the opinion of the Secretary, but the Secretary 
subsequently followed the recommendations of the committee. 

Just recently, under the pesticide bill, the Secretary had occasion 
to question a certain chemical that was to be used. An advisory 
committee was called in and, within 30 days, they made their decision, 
and it went against, in this case, the Department of Health, Educa- 
tion, and Welfare. However, they accepted the advice and counsel 
of the advisory committee and did not appeal it, although they could 
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have had a public hearing and go on with an appeal. If it had been 
against industry, industry would have had the right to say, “Well, we 
are not satisfied with the experts’ opinion. We will go to the public 
hearing and to the court.” 

But I submit that, if you in industry would go to the court because 
the court being a lay court must depend upon the technical and 
scientific knowledge of experts, in order to make a decision, so very 
few, if any, would ever go to a court procedure which in the bill, 
however, is set up so that it can proceed that way, if industry or the 
department feels it is necessary. 

The Secretary is given authority to write regulations that will 
define the use ofa new food additive. Ifthe applicant, or any party 
adversely affected wishes to protest the regulations he may file ob ec- 
tions thereto and proceed to public hearing in the Department. The 
Secretary will then proceed to issue an order pursuant to the findings 
at the hearing, and the applicant’s recourse is to the Circuit Court of 
Appeals. 

here may be occasions when a question may arise on the jurisdic- 
tion of the Secretary over a particular additive. If the Secretary 
deems it necessary in the interest of public health, he may propose 
to issue a regulation governing the use of this additive on his own 
motion. The interested party may then consult with an advisory com- 
mittee, and following this consultation the same procedures will apply 
as I have outlined above. 

The committee of which you gentlemen are members has a somewhat 
awesome responsibility in passing on legislation dealing with such a 
vital problem as the public health of America. It is my hope that this 
bill, H. R. 8748, or some similar bill, and the authorship means little, 
will be helpful to you. It is my thought that it provides a method by 
which this scientific problem may be approached in a scientific manner, 
and which will insure the greatest possible protection of health with 
the least possible obstruction of industrial growth. 

I come back to the provision of the pesticide bill that this committee 
passed 2 years ago and became law 1 year after its enactment. We did 
set up exactly the same procedure as we have in this bill. This bill 
that we have before us is the same as the Priest and O’Hara bill with 
the exception of a little broader definition of new additives, to take 
in the food that would be treated by neutrons and isotopes, or other 
things, in the future, that might alter or change that food. It should 
be broad enough for that purpose. 

The second one is the approach we have of trying to solve the dif- 
ferences that develop between industry and the departments. Under 
the pesticide bill, the procedure has already been tried. It was resisted 
at the time by the Department, and they did not think an advisory 
council should be siesel, ent they finally accepted it, and now it has been 
tried out on a rather celebrated case and the decision has been rendered. 

I submit to you that it does offer a vehicle which would keep you 
out of the courts. I think a declaratory judgment of some kind, as 
some bills carry, might bring on numerous lawsuits, and every case 
might be a lawsuit. It might clutter up the courts with difficult prob- 
lems, and the courts themselves, being lay courts, are skilled in dealing 
with legal problems. But this is a scientific problem, first, and a tech- 
nical problem second. The court must rely upon some expert advice 
in order to make an enlightened decision. 
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I thank you very much for listening to my efforts. 

Mr. Cartyiz. This committee has known for a long time of your 
intense interest in this subject, and we appreciate your explaining 
your bill to us, 

There may be some questions. 

Mr. O’Hara. Mr. Chairman, I want to concur in the chairman’s 
statement, and I know the deep interest Dr. Miller has had in this 
subject. 

I might say, Doctor, that this will be far more involved and far- 
reaching than the pesticide bill. And you agree to that? 

Dr. Miter. Yes. 

Mr. O’Hara. That is in its impact upon the food industry and upon 
the chemical industry, and upon the public-health problems. It will 
be far more far-reaching in its effect than the pesticide bill. There 
might be some need for some variation from the provisions of the 
pesticide bill, which was an excellent piece of legislation and of which 
you were the author. 

That is all I have, Mr. Chairman. 

Mr. Roserts. I have no questions, Mr. Chairman. 

Mr. Sprincer. Dr. Miller, I can state frankly I am in favor of such 
a bill, and I think you have done a great job over the years of trying 
to acquaint people with the need of this bill. There is just one thing 
that has disturbed me in the past, and I am going to go back to a period 
of about 1935 on down to the end of World War II, that was the cases 
where the Food and Drug Administration hauled people into courts 
on various matters and the question was whether or not you were 
getting dictatorial administration of the law. This question of the 
appeal is the part that concerns me more than anything else. I think 
the broad aspect of the law is excellent. 

The point I am coming back to is this: A law badly administered, 
the only recourse the man has is to go to the courts. 

As you well know, I do think, too, that it is a scientific matter, but 
you often find, at least in the cases I have seen in courts, it is a close 
question when you have men on either side dealing with this and testi- 
fying as to where the weight of the evidence lies. That always hap- 
pens in these 1 out of 50 cases that have to go to appeal. Then it does 
become even closer scientifically because usually the applicant has 
brought his case into court and he is certainly going to have a great 
number of scientific witnesses on his side or else he is not going to be 
there. If all of the science is on the other side, he does not have much 
of acase. The problem is working out of the appeal provision so that 
any applicant is going to have a satisfactory way of assuring himself 
that a bureau or a department is not going to willfully override him. 

Dr. Miter. I think the court must certainly pavers | upon scientific 
and technical testimony. This legislation provides a safety valve 
before it gets to the court, in which a board can say to the department 
and to industry, “Here is our thinking on the subject.” That, I be- 
lieve, would keep 99 percent of the cases from ever going to court. 
The courts must defend on scientific advice. The advisory council 
would be helpful. 

Mr. Srrineer. I think that you are right, in indicating the correc- 
tions, that that would be a short cut to cutting down the possible law- 
suits. 





FEDERAL FOOD, DRUG, AND COSMETIC ACT 45 


Dr. Miter. If it does go to the court, they will have the decision of 
an impartial board of experts. 

Mr. Sprincer. Thank you, Mr. Chairman. 

Mr. Dies. Doctor, I like your grandfather clause, and the idea of not 
blanketing in everybody, but where there is a reasonable doubt you 
can require the testing. 

Now, who determines that reasonable doubt? 

Dr. Miter. That would have to be the Secretary of Health, Edu- 
cation, and Welfare. 

Mr. Dies. That is not appealable, is it? Suppose that there is some 
chemical and there is grave doubt about it, and the Department said 
they had a reasonable doubt. Under your bill there would not be a 
provision for an appeal from that interlocutory attempt; would there 
be ? 

Dr. Miuter. There is the same procedure. They must within 90 
days make a finding, and they can ask industry to furnish data as to 
whether the chemical that now is in use is harmful or not. They fur- 
nish the data. The Department says: “No, we do not think that is 
sufficient.” Then the advisory board, or the experts come in and they 
make a study within 60 to 90 days. They make their finding then. 

Mr. Dies. What would happen in the interim, if you were dealing 
with some chemical there was grave doubt about? 

Dr. Mutter. The court could prohibit its use. 

Mr. Dries. There would be a lot of harm done before you can take 
care of it. 

Dr. Miter. The court could prohibit its use. 

Mr. Dies. Do you have power there for an interlocutory judgment ? 

Dr. Miter. I think industry, constituted as they are, would recog- 
nize their responsibilities to the public. They always have. They 
have done a grand job. 

Mr. Dries. Of course, when we legislate we cannot assume that, and 
we have to make provisions in legislation, and you just cannot assume 
that people are going to do this, or that. If you have legislation, you 
have to provide for every contingency. And what I am asking is 
whether under your bill there would be ample provisions upon the 
issuance of interlocutory orders to hold up the use of the chemical, 
pending final decisions ? 

Dr. Mier. I would think so. Section (k) of H. R. 8748 pro- 
scribes sale of the additive after a regulation has been published—and 
section 3 (0) provides for stoppage. 

Mr. Dres. I think that that is important. 

Now, the next thing, and I do not quite follow your advisory com- 
mittee, but, as I understand it, under your bill, an advisory committee 
will determine whether or not the chemical is harmful. 

Dr. Mitirr. They are advisory and they give their opinion. 

Mr. Dies. Who appoints that advisory committee? 

Dr. Mixer. The details must be set up, but the Secretary of Health, 
Education, and Welfare would select from a list of names supplied by 
the Academy of Science. 

Mr. Dies. Do you say so? 

Dr. Miniter. Yes. The National Academy of Science is called upon 
to make these selections. They furnish a list of names, and every 
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additive is a little different; the Academy of Science would furnish a 
list of 15 names, for example, or as many as requested. 

Mr. Dies. To whom? 

Dr. Miter. To the Department of Health, Education, and Wel- 
fare, and the Secretary would make a selection of 3 or 5 or whatever 
he deemed wise from that list. 

Mr. Dies. They are not official in any sense? 

Dr. Mutter. No. 

Mr. Dries. They are not agents of the Government? 

Dr. Miuier. No. They carry no authority. 

Mr. Dies. They are a private body ? 

Dr. Mitter. That is right. 

Mr. Dies. And every question of dispute, they would decide? Is 
that right. 

Dr. Mitirr. That is right but only advisory. 

Mr. Dries. Then, having made a decision, it would be obligatory 
upon the Administrator to either concur in the decision or to dissent 
from it? 

Dr. Mitier. That has been done just recently under the new pro- 
cedure of the pesticide bill. 

Mr. Dries. In any event, after the advisory committee has recom- 
mended it, it will be obligatory upon the Food and Drug Administra- 
tor to formally adopt or carry forward their decision into some sort 
of writing, so that the aggrieved party could appeal, if he wanted to. 
He could not appeal from the advisory board. 

Dr. Mixer. If the applicant wanted to, they could say, “We do not 
agree with the advisory board or the Secretary’s ruling and go to the 
courts. 

Mr. Dies. What I mean is this: Since the advisory committee is not 
governmental in any sense, but purely private, whatever they held, 
the Food and Drug administrators would have to formally decide 
something. They could not just leave it there. 

Dr. Mitier. You are right. They must make a decision. 

Mr. Dies. They would have to do it in every instance, would they 
not ? 

Dr. Miter. That is right. 

Mr. Dies. So that the aggrieved party could then appeal from the 
decisions of the Food and Drug Atebelderdtor. Your thought is 
that actually the Food and Drug administrators would follow in many 
instances or in most instances the recommendations of this advisory 
committee, is that right? 

Dr. Muier. That is right. 

Mr. Dies. But they would have no control over the committee ? 

Dr. Murr. I think they would have two strikes on them, and the 
advisory committee would say, “Well, we agree with you” or “we do 
not agree with you,” if they are going to go to the court. 

Mr. Dres. I am not arguing the merits; I am trying to understand 


the bill because you have given a lot of thought to it, and I think that 
you are entitled to have your bill thoroughly understood by the com- 
mittee. I am troubled about the status of this provision. 

Dr. Miter. On page 7 it outlines the procedure of the committee, 
but you are essentially correct in your statement; yes, sir. 

Mr. Dries. And it is fair to say that under your bill, in every case 
an aggrieved party would have means of appeal? 
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Dr. Mitter. That is right. 

Mr. Dies. And that it is absolutely obligatory upon the Food and 
Drug Administrator to formally act upon every matter? 

Dr. Miuuer. That is right. 

Mr. Dries. The fact that there is an advisory committee, there is 
nothing that would relieve the Food and Drug administrators of their 
responsibility ? 

Dr. Miuter. He must take some action within 30 days after the advi- 
sory committee’s report. 

Mr. Dies. Thank you. 

Mr. Derountan. Dr. Miller, does your bill require a complete re- 
view of all chemical additives in existence today ? 

Dr. Miiter. Oh, no; only those that have some evidence that they 
may not be proper for use in food. We set up a cutoff date of January 1, 
1956. However, any chemical, and there are hundreds of them in 
use, and most of them are safe, I think there are 3 or 4 that there is 
some doubt about—it requires industry to come in with new data to 
er the evidence that they can be used. 

r. Derountan. What about carbonated drinks? Are there addi- 
tives in such that will apply to this? 

Dr. Miuuer. I would not want to get into the softeners in bread 
and additives in soft drinks. In the Delaney committee hearings we 
had people who brought teeth and dropped them into certain car- 
bonated drinks, and T will not mention their names, and the teeth 


became soft. Whether it was something in the carbonated water or 
something else, I do not know. 
As to the celebrated bread hearings that went for 18 months down 


in hearings and then came a court decision. Time may prove the 
court wrong. A board of scientific men advising the court would have 
been a great help. But certainly in the bread decision a group of 
experts coming before the department could say, “This is what we 
believe,” and then in 30 days you have to make a decision—that would 
have solved a controversy that still drags out. 

Mr. Haywortn. Dr. Miller, is it possible for chemical additives 
to be harmful in certain combinations with other chemicals or in cer- 
tain foods, but not to be harfmul in other situations? 

Dr. Miuuer. That is quite possible, Mr. Hayworth, yes. 

Our select committee found that combinations of chemicals pro- 
duced one of the most difficult problems that the department must 
deal with, as to what happens when certain chemical reactions take 

lace. 
: Mr. Harworrn. And is it also possible for a chemical additive to 
be harmful to some individuals and not to other individuals? 

Dr. Mruzer. We all have different reactions to them, yes. 

Mr. Hayrwortn. Well, it would seem to me as though the testing 
procedures would be rather difficult and perhaps extensive, in some 
instances. 

Dr. Miuirer. Indeed they are and they should be. 

Mr. Haywortn. Now, if that is the case, what facilities does the 
department have for making these tests ? 

Dr. Mitier. Well, the responsibility is upon industry to make all 
of the tests and come before the department with all of the data and 
say, “Gentlemen, here it is,” and then it is the responsibility of the 
department to,examine that data through their experts not through 
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extensive laboratory techniques of testing in animals, a whole string of 
animals as industry does, but for the department to take the data be- 
fore them and say, “It is safe,” or “It is not safe.” 

Mr. Hayworrn. I notice you require samples of the additive to be 
submitted. I assume that those will be fore some kind of testing. 

Dr. Murr. If the department wants to have it tested, they can 
do it. They do have facilities for testing now. But I do not think it 
is as extensive as industry has and should not be, because industry has 
the prime responsibility. It is upon them to furnish evidence that 
whatever chemical they propose to use is safe. 

Mr. Haywortn. How do you arrange for that to be distributed, 
over large or small producers, or do you depend upon anyone pro- 
ducer that wants to take the initiative ? 

Dr. Miter. Well, the producers themselves generally have their 
own techniques and their own laboratories in which they test chem- 
icals. Some of the smaller ones, of course, must go to commercial lab- 
oratories to have chemicals tested that they desire to use. But the data, 
they must collect and submit to the department. 

Mr. Hayworrn. Thank you, Mr. Chairman. 

The Cuatrman. Dr. Miller, we appreciate very much your appear- 
ance before the committee and the suggestions that you have given 
us. 

We will continue to study this question and would appreciate at any 
time any suggestions that you can give us because we know it will come 
after careful consideration on your part, both as a Member of Congress 
and as a physician, who understands some of the technical aspects, 
perhaps better than a layman may understand them. 

If there are no further questions, we thank you very much, sir. 

Dr. Mitier. Thank you, Mr. Chairman. 

The Cuarrman. It was the intention of the chair to proceed with 
proponents of the legislation and the chair is not certain that Judge 
John Biggs is a proponent or an opponent, but the chair has been 
notified that he could not be present any day except today. We will 
hear next the Honorable John Biggs, Jr., Chief Judge of the Third 
Circuit Court from Wilmington, Del. 


STATEMENT OF HON. JOHN BIGGS, JR., CHIEF JUDGE OF THE THIRD 
JUDICIAL CIRCUIT OF THE UNITED STATES, APPEARING ON 
BEHALF OF THE JUDICIAL CONFERENCE OF THE UNITED STATES 


The CHarrMANn. You may proceed with your testimony. 

Judge Bieas. Thank you, Mr. Chairman and gentlemen, for letting 
me be here. 

My name is already on the record, John Biggs, Jr., Chief Judge of 
the Third Judicial Circuit of the United States. That is a court which 
sits at Philadelphia and embraces Delaware, New Jersey, Pennsyl- 
vania, and the Virgin Islands. 

I appear here, as I say, on behalf of the Judicial Conference of the 
United States, with whom you gentlemen are doubtless familiar. It 
consists of the Chief Justice of the United States and the 11 Chief 
Spee of the respective circuits. It meets at the call of the Chief 
Justice. 





FEDERAL FOOD, DRUG, AND COSMETIC ACT 49 


Under section 331 of title 38, the Judicial Code, the Judicial Con- 
ference is required by the Congress to make recommendations for legis- 
lation respecting the business of the courts. And I appear here today 
without the specific sanction of the Conference in regard to the bills 
that I want to discuss, because I was not aware that they were coming 
up so soon and I only heard of this hearing the latter part of last week. 
Nonetheless, the Conference has gone on record in respect to certain 
provisions of similar bills in opposition; and, therefore, I think I am 
entitled to say that I represent the Conference’s views in respect to 
this. 

I am really a proponent of this legislation. I have had experience 
some time ago in our court where we had what the last witness, Dr. 
Miller, referred to as the bread case, which actually was the case of 
Atlas Powder Co. v. Ewing and was decided by our court, 201 Federal 
2d, 437, with certiorari denied by the Supreme Court. 

But the opposition that I wish to express is only in regard to certain 
small portions, but I am afraid a rather important portion, Congress- 
man O’Hara, of H. R. 8271 and 8275. Those are the review provisions 
and appear in 8271 on page 7, line 3, down to line 15, and in 8275, 
on the same page. 

These sections, which are subsection e of the new section entitled 
“Section 409,” provides for a declaratory judgment procedure to pass 
upon the correctness of the ruling of the Secretary in respect to the 
propriety of the use of any food additive. 

What this provision does is give a trial de novo just as any other 
declaratory judgment provision, or case, would be, under section 2201 
of title 28, and it would render the courts in the position of the 
administrative agency dealing, I am afraid, with matters with which 
they really are not competent to deal and giving them a function which 
an far beyond the review function or functions which are provided, 

or example, by the Administrative Procedures Act to which Congress- 
man Dies has referred. 

Let me give you a practical view of this. We have the bread case, 
to which reference was made, the Atlas Powder Co. case. It is m 
recollection that the record in this case was a very, very large record. 
I think that it took about 18 months, or 18 to 20 months, to take it 
before the hearing officer of the Secretary. It deal with a very 
technical additive, which had been developed by Atlas Powder Co. 
in its laboratories, which incidentally are in or around Wilmington, 
and it is a Delaware corporation. The name of that chemical is 
polyoxethylene monostearate, and it had a chemical formula, gentle- 
man, which was one of the most complex things I have ever seen in 
my life. There was also a good deal of disagreement as to how and 
why it worked. It was a preservative. If you put it in bread, it had 
the tendency to keep the Tesod fresh. The Secretary had held that 
it was not a safe additive, and an appeal was taken to the Court of 
Appeals of the Third Circuit because Atlas was a Delaware corpora- 
tion, and venue, of course, was laid in our court because Delaware 
is a part of the third circuit. We finally succeeded in getting an 
opinion out which sustained the decision of the Secretary. 

Now, the courts cannot adequately act as administrative agencies. 
Their function must be to review the whole record and decide whether 
or not there is, on the whole record, a substantial basis for the ruling 
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of the department and whether or not the ruling of the department 
is in accordance with law. 

Iam very much afraid that if this particular provision were enacted 
by the Congress, which deals with one only of the numerous agencies, 
the Congress, in effect, would break the line and we would have them 
in all other or many other situations and this is a process, suggested 
here, which, I say, with all deference to the proponents of the bill, 
I know of in no other instance in the entire Federal system. 

It would require a very substantial increase in the number of judges, 
and many of these cases, or most of them I think would probably 
come into the rather heavily burdened United States District Court 
for the District of Columbia, because, under the way the bill is drawn, 
it seems to me the Secretary is of necessity a party. 

I would like to say, before I try to answer any questions that might 
be asked, that there is, of course, an appeal given to the Court of 
Appeals from any ruling of the Secretary under the present method. 
The appeal must and is in terms substantially similar to that given 
by the Administrative Procedures Act. 

There have been recent decisions of the Supreme Court, particu- 
larly in the Watterman case, Universal Camera Corporation v: 
National Labor Relations Board (340 U. S. 474), decided in 1951, 
and in this companion case of National Labor Relations Board v. The 
Pittsburgh Steamship Co. (340 U. S. 498), also decided in 1951. 
The Supreme Court freld what is in substance now embodied in the 


\dministrative Procedures Act, that the Court must decide on the 
whole record, that is, the Court must take the whole record and, unless 


the position of the agency is supported by substantial evidence on 
the entire record, then it cannot be sustained. But the Administra- 
tive Procedures Act provides that anyhow. So it would seem that 
the law is quite clear on that point. 

Just in conclusion, on this, the question of the courts doing this 
sort of thing was put a way back in 1907 by the Honorable Charles 
Evans Hughes, who was then Governor of New York. He dealt and 
foresaw the problems which would arise if the courts were burdened 
with functions which properly belonged to the administrative agencies 
which were just then beginning to come into existence. 

In a famous speech which he delivered on May 3, 1907, at Elmira, 
N. Y., he made the statement that the dealing of the courts as admin- 
istrative tribunals with administrative peeleia would tend to bring 
the courts into disrepute because they were not well qualified to han- 
dle it. 2 

He said, among other things: 

You must have administration, and you must have administration by admin- 
istrative officers. You cannot afford to have it otherwise. Under the proper 
maintenance of your system of Government and in view of the wide extension 
of regulating schemes, which the future is destined to see, you cannot afford 
to have that administration by your courts. With the courts giving a series 
of decisions in these administrative matters, hostile to what the public believes 
and free from that direct accounting to which administrative officers are sub- 
jected, you will soon find propaganda advocating a short-term judiciary, and 
you will turn upon our courts, the final safeguard of our liberties, that hostile 
and perhaps violent criticism from which they should be shielded and will be 
shielded if left with the jurisdictions which they were intended to exercise. 


I have repeated that from a = by the Honorable Alben Bark- 
ley, that he made on the floor of the Senate on May 6, 1940. 
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So, summing up, I think it would be most unfortunate to have 
declaratory judgment provisions, which appear in the two bills, which 
I mentioned, H. R. 8271 and H. R. 8275. The provisions for appeal 
in H. R. 8748, Dr. Miller’s bill, and the provisions for aoa in 
H. R. 4475, Mr. Delaney’s bill, are in accordance with the present 
system. 

"The CuarrMan. Thank you very much, Judge Biggs. 

I understand that you favor legislation on the subject but it is 
entirely with regard to the appeal provision that you differ with some 
of the bills introduced, particularly the latest bills introduced by Mr. 
O’Hara and myself. 

Judge Biaes. That is correct, sir. 

The Cuarrman. Are there questions? 

Mr. O’Hara. Judge Biggs, as you know, I have the highest regard 
for you, but it has been my experience in 16 years here that every time 
someone suggests the approach of a trial de novo, someone comes in 
from the judicial council screaming that there will be a lot of appeals. 

Now, as a matter of fact, Judge, in all of these quasi-judicial bodies 
and administrative bodies, someone feels they are injured when they 
do take an appeal under the Administrative Ponnsharel Act and that 
goes to the circuit court of appeals on the record, is that not true? 

Judge Brees. Or to the district court in some instances. 

Mr. O’Hara. In some instances, but very few in the district court. 
Generally speaking, the appeal must be by certiorari to the circuit 
court of appeals ? 

Judge Biees. By ordinary appeal to the court of appeals and by 
certiorari to the Supreme Court. 

Mr. O’Hara. But there is a direct appeal to the circuit court without 
a writ of certiorari ¢ 

Judge Brees. An appeal as of right. 

Mr. O’Hara. Of course, the same argument could be made as to 
the appellate divisions to the circuit court, that it would unduly affect 
them and load them up with a lot of appeals, is that not true? 

Judge Biees. No, sir. I cannot agree with that. You see, the 
Court of Appeals when they get cases under the Administrative Pro- 
cedures Act or, for example, under the National Labor Relations Act, 
or any of the other administrative acts, that is, acts which provide for 
preliminary decisions, do not review questions of fact except upon the 
whole record. They only review questions of law. The point is that 
these bills to which I have referred, yours, sir, and that introduced 
by the chairman 

Mr. O’Hara. What could be more important in these matters than 
the question of facts, for example? 

Judge Biaes. I agree with you that that is a very important situa- 
tion, Mr. O’Hara. 

Mr. O’Hara. Let me ask you this question: As a matter of fact, 
under the declaratory judgments acts, do you not think that the parties 
involved in these proceedings might have a perfect right to exercise 
that even though it is not included in this bill? Is there a question in 
your mind but what that would be a right regardless of whether it was 
stated in the bill for a speedy determination of the facts? 

Judge Biees. You mean without the provisions in the bill. 

Mr. O’Hara. Without the provisions in the bill. 
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Judge Brees. I believe they would not have that right except under 
the Administrative Procedures Act, which is not a declaratory judg- 
ment act. 

Mr. O’Hara. Now, here is a situation with which I only have a fleet- 
ing look, but here is a highly technical question that arises as to the 
toxicity or the usability of a certain drug. There will be 6 of the best 
experts that 1 side can get on 1 side and 6 on the other. 

Now, do you think there are going to be many appeals unless the 
appellant feels either under the provisions of the bill and the declara- 
tory judgment or the Administrative Procedures Act it is highly im- 
portant that that be reviewed and reviewed by a factfinder rather 
than merely determining whether the law has been followed in the 
Circuit Court of Appeals? Do you not think that is a tremendously 
important thing to the people involved 4 

Judge Brees. I concede, sir, and I thoroughly agree with you, that 
the question of fact in these cases is of course the important fact be- 

‘ause whether or not a member of the public is affected. by toxicity, 
that is poisoned, or injured by some additive, is a question of fact. 
But the courts, if you take these de novo, must hear again all of the 
evidence which was put in before the administrative tribunal, and you 
are giving the creator of the additive, or the Secretary, for that mat- 
ter, 2 days i in court. If you are going to have them heard 

Mr. O'Hara. He has not been in court yet. 

Judge Biees. You are giving him 2 opportunities to be fully heard. 

Mr. Dies. Will the gentleman yield right there? 

Judge, is it not a fact that if you are to make an exception and allow 
trials de novo in this bill, would the effect of that not be to break down 
the entire Administrative Procedures Act? By what right can you 
justify allowance of trial de novo in a ps articular instance and denying 
it in all other instances? If you do allow, as a general rule, and, if you 
are going to make an exception here and there, are you not going to 
make it uniform, and how can we have enough courts to ever hear 
the vast number of matters that would come before the courts? 

Judge Bieeas. Mr. Dies, I must say that I think that if you break 
the line on this—I agree this is an important matter and a very im- 
portant matter—but if you break the line here and have de novo ‘hear- 
ings in this, you would have to have them, for example, in all appeals 
from the Interstate Commerce C ommission, which are now tried by 
3-judge courts, under the Urgency Deficiencies Act,on the record made 
before the Commission. You would have the same thing with the 
Federal Power Commission. That is with the Securities and Ex- 
change Commission. And those cases are simply enormous. 

Mr. O’Hara. Let me say that that is the usual stock argument that 
is made every time someone suggests that an irreparable damage is 
done to a litigant or a person who is faced with a decision of a quasi- 
judicial body. I think we still or there is still fundamentally my idea 
that a citizen is entitled to his day in court. 

Now, I do not think that some of them get it in the quasi-judicial 
bodies. I am much happier to have it tried ‘by a court and determined 
by a court. I think that some time along the lines we are going to 
have to break down this continuous argument that we have to follow 
a bad system because it is laid out in the Administrative Procedures 


Act. 
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Judge Biees. Mr. O’Hara, I have the greatest respect for your 
judgment, as you know 

Mr. O’Hara. Let me just say that I had a very bitter experience on 
one of these things, where a very technical question was involved and 
if we had not had the right of a retrial I do not know what would 
have happened to us, when we first received the decision of the quasi- 
judicial body. 

On the other hand, I do not think that there is going to be a lot of 
appeals. I say that isa bugaboo. I do not think that there are going 
to be a lot of appeals, but there are going to be some very substantial 
questions, and very close questions of fact perhaps where an adminis- 
trative body may go haywire on it and a circuit court of appeals is not 
the best aaail to right the injustice under the present system. 

My point is why is this not a speedy determination of an important 
question of fact where the judge will have a right to view the wit- 
nesses and make his own conclusions as to their veracity and capability 
and as to their qualifications. What is wrong about that? 

There is a case bouncing back between the Circuit Court of Ap- 
peals and the Supreme Court, where an appeal was taken from the 
findings of a quasi-judicial body, and the question involved is whether 
the judgment of the person who heard the hearing in the trial, the 
referee, or whatever he is called, was not more important than that of 
the body itself, the Commission that it was appealed from. It is an 
FCC case. It involves the veracity and quality of the witnesses who 
testified. That is the fundamental thing that I come back to that is 
important in these things, that where you are reading the cold record, it 
is one thing, and where you see the witness on the stand and observe 
him that is another thing. 

Do you agree with me on that feature of it? 

Judge Biees. Yes, I do. And my difficulty lies in where one would 
draw the line, sir. 

As I say, I have great respect for your judgment in these matters, 
but either you have administrative agencies or you do not have ad- 
ministrative agencies. If you are going to have them, I do not be- 
lieve that the person should have an opportunity to go over the same 
testimony again in a court unless everyone else, who is in like posi- 
tion, has it. 

Now, if we had enough judges to permit the speedy disposition of 
these matters, that would be an element to be considered. But you 
are having great difficulty, and the courts have great difficulty with 
these matters which involve technical evidence. 

Mr. O’Hara. We have thousands of them of various kinds that come 
into the courts directly. 

Judge Biees. The only type where I know you have them, pri- 
marily, of course, is in patent cases. Now, there you have a situation 
where not even in those cases where the Commissioner of Patents has 
denied a patent, do you come in de novo. There you come in the court 
under the rule of Morgan versus Daniels, and you have to show that 
the tribunals of the patent office were wrong by clear and convincing 
evidence. You can introduce evidence, in addition to the record. 

Mr. O’Hara. The point I make is that if you take the average per- 
sonal injury suit, you have qualified experts who come in and testify 
on both sides there; do you not? 
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Judge Biaes. Yes, but they are not or the evidence in those cases, sir, 
is no where near as technical as this. 

Mr, O’Hara. What about a malpractice case that is brought, you 
have a lot of technical questions of whether the doctor administered 
the wrong drug, or the druggist used the wrong drug in making up 
the prescription ? 

Judge Bicas. I may sound blasé, but they are comparatively easy 
cases to what you get where you have something like a monosterate in 
which not hardly the chemists are convinced they know what the’ 
effect is. It really is a very difficult situation. This is the sort of a 
case, and of course we have them today to some extent where you 
really, I am afraid the courts are going to have to have some expert 
sit on the bench with them or employ some independent expert. The 
courts are now pretty hard pressed on some types of litigation which 
is extremely complex. 

But I would agree, but Representative O’Hara, it seems to me that 
one must, and I do not mean that you or I have to, but the Congress 
and the public must make a decision between whether or not to make 
use of administrative agencies for these very complicated processes, 
which face us today or put all of that into the courts. 

Mr. O’Hara. Judge, you will agree with me, that these cases tried 
before quasi-judicial bodies are hearsay, and a lot of things that go 
on there are permitted to go into the record, and sometimes they are 
important in the decision that would not possibly get into a trial in 
court; is that not true? 

Dr. Bieas. That is quite true. Of course, that is not the sort of 
thing that one would ordinarily run into in one of these additive cases. 
There it is a battle of the experts primarily and the hearer, unless 
he be a person of great technical knowledge himself, does not know 
except by hearing them. I really think the great strength in these 
bills—— 

Mr. O’Hara. What is the difference in those who hear them in the 
quasi-judicial body as to technical qualifications and the judge on the 
district court ? 

Judge Brees. I know of none. 

Mr. O’Hara. I do not know of any, either. 

Judge Brees. They are al] human beings. 

Mr. O’Hara. We are both dealing with some people who may be 
qualified or may not be qualified ; who is going to make the decision? 

Judge Breas. Yes, sir; but the point I do want to bring home is that 
if the courts are to do this sort of thing it is not within the true adjudi- 
catory of a court which decides contests between A and B, rather than 
in a tremendous field of what is good public policy in respect to chem- 
ical additives, to use that just as an example. 

Mr. O’Hara. Assuming this bill becomes law, how many appeals 
would you think would be taken to the district court here? What 
would be your guess? 

Judge Brees. It would be a pure guess, but I would think that you 
would have at least at the beginning quite a few. 

Mr. O’Hara. Fifteen or twenty ? 

Judge Brees. I would think you would have at least that. I am 
not clear on that. 

Mr. O’Hara. We just took an awfully big load, or we are in the 
process of taking a big load off the district court here, by taking the 
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divorce cases out of the district court and transferring them to the 
municipal court, which as I understand was about 25 to 30 percent of 
the caseload. 

Judge Biees. At least that ; and some nasty ones to boot. 

Mr. O’Hara. So these judges will not be quite as busy. 

Judge Biees. The United States District Court for the District of 
Columbia and Chief Judge Laws and his gentlemen have done very 
well there, but they are very heavily burdened. But what you took 
off in the divorce, I would guess you would get back with this. 

Mr. O’Hara. I have enjoyed talking to you, and it is always a privi- 
ege. 

Mr. Dies. I just want to make one point clear. I think the gentle- 
man from Minnesota misunderstands my position. There may well be 
a need for Congress to review the Administrative Procedures Act. 
That is to determine whether or not the rule in reference to substan- 
tial evidence and substantial basis for the decision sufficiently protects 
the litigant. I have had some instances myself before I came back to 
Congress of appeals from NLRB decisions to the circuit court of 
appeals. 

Now, that is a debatable question, as to whether we can reenforce 
that and what we can do on that. But the point I make is this: As 
long as you have an administrative act, no exceptions should be made. 
If the country is dissatisfied with the act and if it needs amending to 
provide some review, as the gentleman points out, and I think he is 
right in some instances—I have had occasions in which I felt I was 
treated very unjustly, and perhaps 80 percent of the witnesses testi- 
fied on my side, and yet the appellate court said that there was sub- 
stantial basis for the decision. I thought it was an inequitable decision. 
But the way to handle that, and I am sure Judge Biggs will agree, 
is for Congress to review the entire Administrative Act. But what- 
ever we do, with reference to one agency, we ought to do as to all 
agencies. 

Judge Brees. I think that is inevitable, and you must do that. 

Mr. Dries. I am so glad to see that two great minds are in total 
agreement. 

Mr. Sprincer. I have just 1 or 2 questions. 

I have a lot of sympathy with you because for 4 years I had some- 
thing of the same job you have. Now, if in the review of this entire 
record, as you say, by the circuit court of appeals, do you determine 
whether or not that evidence was properly introduced ¢ 

Judge Brees. Oh, yes. 

Mr. Sprincer. All of that is determined and the only thing you 
do not have before you, I take it, is the question of judging whether 
or not the witnesses were well qualified, in your opinion, as you watched 
them ? 

Judge Brees. That is correct. 

Mr. Sprincer. That is whether or not you felt they were truthful 
or not, or whether their evidence was biased by interest or otherwise. 
That is the only thing you do not have before you? 

Judge Brees. That is correct, except one thing, and this is impor- 
tant, nonetheless—unless on the whole record, on all of the evidence 
properly admitted, if there be substantial evidence to support the 
conclusion of the administrative tribunal or agency, the court must 
affirm it. 
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Mr. Sprincer. Do you mean substantial evidence, the greater weight 
or preponderance of the evidence ? 

Judge Bices. It means the whole record. It does not mean pre- 
ponderance of the witnesses and does not mean preponderance of the 
persons who spoke, but it means if the whole record carries a convinc- 
ing basis for believing that the administrative tribunal was correct, 
then the court must affirm it. 

Now, where we miss out, as Mr. O’Hara has pointed out, is the fact 
that if you come to a question of veracity, unless you have the respec- 
tive witnesses before you, you do do it on a cold record. In other 
words, it is like two affidavits. Affidavit A says one thing and affi- 
davit B says the other, and how can you distinguish between two pieces 
of paper, which one is not telling the truth ? 

Do I make myself clear ? 

Mr. Sprincer. I think I understand you there. 

You mean that you must be convinced on the basis of the whole 
record that the Secretary’s decision is correct ? 

Judge Brees. On the whole record. 

Mr. Sprincer. The weight of the evidence has to be with the 
Secretary ? 

Judge Brees. That is correct. 

Mr. Sprincer. That is all. 

Mr. O’Hara. Judge, I just had one statement. The appellate 
courts used to say tome. They would say, “If we were the triers of 
a would have found differently, but we were not the triers of 

act. 

Judge Breas. I have said that myself, and I have also been on the 
receiving end of it when I was practicing law, Mr. O’Hara. 

The CHamman. The Chair understood, Judge Biggs, that you 
were accompanied by Mr. Elmore Whitehurst, an Assistant Director 
of the Administrative Office of the United States Courts. 

Mr. Cuanpier. (Henry P. Chandler, Director of the Administra- 
tive Office of the United States Courts). We were here in case Judge 
Biggs should be prevented from being here. He has made the sole 
statement on behalf of the judicial conference. 

I thank you for your courtesy. 

The Cuatrman. We thank you, also, Judge Biggs, for your ap- 
pearance before the committee. We realize on this committee, par- 
ticularly since we have legislative jurisdiction over many of the 
quasi-judicial agencies of government that this question of appeal to 
the circuit court or trial de novo is one that comes up on nearly aa 
piece of legislation that we have. We will continue to grapple with 
it the best we can. 

The Chair will announce that because of two rollcalls that will be 
coming shortly and other business on the flocr it will not be advisable 
to attempt an afternoon session. 

The committee will stand adjourned until 10 o’clock tomorrow 
morning. 

Judge Brees. Thank you, Mr. Chairman, and gentlemen, for your 
courtesy. 

(Thereupon, at 12 noon, Tuesday, January 31, 1956, the committee 
recessed until 10 a. m., Wednesday, Sebpteny 1, 1956.) 
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House oF REPRESENTATIVES, 
SUBCOMMITTEE ON HEALTH AND SCIENCE OF THE 
CoMMITTEE ON INTERSTATE AND ForeEIGN CoMMERCE, 

Washington, D. C. 

The subcommittee met at 10 a. m., pursuant to recess, in room 1334 
atin, House Office Building, Hon. J. Percy Priest (chairman) pre- 
siding. 

The Cuamman. The Health and Science Subcommittee will come 
to order. 

We are resuming hearings this morning on a number of bills pro- 
posed as amendments to the Food, Drug, and Cosmetic Act. In a 
sense, I might explain while all of the bills are before us, 1 think for 
practical purposes we might consider the last two bills introduced by 
Mr. O’Hara and myself, which are identical, as one bill. The bill by 
Mr. Delaney and the bill by Dr. Miller actually constitute the other 
proposals. Earlier bills introduced by Dr. Miller, Mr. O°Hara and 
myself have been superseded by later drafts. So, in effect, we actu- 
ally have those three proposals before the committee. 

Our first witness this morning is Mr. Howard O. Hunter, who is 
president of the American Institute of Baking. 

Mr. Hunter, we would be happy to hear you at this time. 


STATEMENT OF HOWARD 0. HUNTER, PRESIDENT OF THE AMERI- 
CAN INSTITUTE OF BAKING, CHICAGO, ILL., APPEARING FOR 
VARIOUS FOOD INDUSTRY ASSOCIATIONS 


Mr. Hunter. Mr. Chairman, my name is Howard O. Hunter. I 
am president of the American Institute of Baking in Chicago, II. 
I am appearing before you today at the request of a number of the 
National Food Industry Associations in support of H. R. 8271 and 
H. R. 8275 which are identical bills before this committee. These 
bills are for the purpose of amending the Food, Drug, and Cosmetic 
Act so as to provide additional safeguards to the use of new additives 
to food products. 

Let me say, Mr. Chairman, that in order to save your time, 5 or 6 
of these major food industries have asked me to testify in their behalf, 
and have also asked Mr. Glenn Paxton, who I understand will follow 
me, to represent them also in discussing the details of this legislation. 

For 4 years official representatives of major food industry associ- 
ations have been conferring on this problem and what might be done 
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about it so as to better protect the consumer and the food industries. 

As a matter of fact, since March 1952 we have had 32 ——- of 
our interfood industry group. In some of these meetings we have 
invited representatives of other interests including the Manufacturing 
Chemists Association. We have conferred with scientists and tech- 
nicians in the field of nutrition and food technology. We have 
conferred with Federal Government officials of the Food and Drug 
Administration, the United States Public Health Service, and the De- 
partment of Agriculture. 

Let me say at the outset that all of us in the food industries believe 
that the development of new chemicals for use in the growing of food 
on the farm and the processing of food has been and will continue to 
be beneficial. However, with the rapid and spectacular advances in 
the chemical industry it has seemed to us that there is a great need for 
more adequate protection to the public and the industry on the intro- 
ducation of any new chemical additive to food until it has been shown 
that such additive is safe for human consumption. 

Our group got together 4 years ago to discuss this problem and 
decided that the first thing we needed to do for the food industries was 
to agree on a statement of basic principles, and when such an agree- 
ment was reached to try to translate these principles into an adequate 
amendment to the Food, Drug, and Cosmetic Act. 

Such a statement of principles was prepared and circulated to the 
major food industry associations in the country. I would like to read 
the basic principles which were circulated in 1952 and which were 
studies for some 12 months by the various food industry associations. 

1. We believe it is the responsibility of the food industries to exert every effort 
toward the production and distribution of foods which are wholesome and 
nutritious and to assure adequate safeguards against contamination or adultera- 
tion which would render human food unwholesome. 

2. We believe the food industries should continue to improve their food 
products from the standpoint of nutritive value, wholesomeness, palatability, 
and convenience, but in so doing public health and welfare should continue to be 
the first consideration. 

3. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that its use in 
food does not present a hazard to public health. 

4. We believe every new substance proposed for use in human food should be 
subjected to adequate pretesting by the manufacturer or user of the substance 
and that such pretesting should be required by law. 

5. We believe it to be a proper function of government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pretesting new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public. 

6. We believe the Food, Drug and Cosmetic Act of 1988, as amended to date, 
does not provide adequate authority for the Food and Drug Administration to 
control the addition of unusual substances to those foods on which standards 
and definitions have not yet been promulgated, and that the law should be 
modified properly in this respect. 


These principles were presented to the boards of directors of : Ameri- 
can Bakers Association, American Institute of Baking, American Meat 
Institute, Dairy Industry Committee, Grocery Manufacturers of 
America, Institute of Shortening and Edible Oils, Millers’ National 
Federation, American Farm Bureau Federation, National Restaurant 
Association. 
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With minor changes in language these principles were adopted by 
everyone of the above-listed food industry associations. 

Those changes in language consisted primarily in several of these 
associations adding to this statement of principles a paragraph to 
the effect that if this were translated into law, that there should be 
proper provision for adjudication. 

With your permission I would like to introduce into the record, 
without reading, the exact statements of principles which were adopted 
by each of these organizations. 

(The statements are as follow :) 


STATEMENT OF PRINCIPLES ADOPTED BY THE AMERICAN BAKERS ASSOCIATION AND 
THE AMERICAN INSTITUTE OF BAKING 


I. We believe it is the responsibility of the food industries to exert every 
effort toward the production and distribution of foods which are wholesome and 
nutritious and to assure adequate safeguards against contamination or adultera- 
tion which would render human food unwholesome. 

II. We believe the food industries should continue to improve their food 
products from the standpoint of nutritive value, wholesomeness, palatability, 
and convenience, but in so doing public health and welfare should continue to be 
the first consideration. 

III. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that its use 
in food does not present a hazard to public health. 

IV. We believe every new substance proposed for use in human food should 
be subjected to adequate pretesting by the manufacturer or user of the substance 
and that such pretesting should be required by law. 

V. We believe it to be a proper function of government to control those factors 
which may affect adversely public health. Therefore, we believe the results 
of animal experimentation in pretesting new substances proposed for use in 
food should be reviewed and approved by the Food and Drug Administration 
before the substance is allowed to be used in food sold to the public. 

VI. We believe the Food, Drug and Cosmetic Act of 1938, as amended to date, 
does not provide adequate authority for the Food and Drug Administration to 
control the addition of unusual substances to those foods on which standards and 
definitions have not yet been promulgated, and that the law should be modified 
properly in this respect. 


STATEMENT OF PRINCIPLES ADOPTED BY THE AMERICAN FARM BUREAU FEDERATION 


I. We believe it is the responsibility of food producers and processors to exert 
every effort toward the production and distribution of foods which are wholesome 
and nutritious and to assure adequate safeguards against contamination or 
adulteration which would render human food unwholesome. 

II. We believe food producers and processors should continue to improve their 
food products from the standpoint of nutritive value, wholesomeness, palatability, 
and convenience, and that public health and welfare should continue to be the 
first consideration in such efforts. 

III. We believe every substance not proved safe by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation. 

IV. We believe every new substance proposed for use in human food should 
be subjected to adequate pretesting by the manufacturer or commercial user 
and that such pretesting should be required by law. 

V. We believe, further, that the law should require that the results of animal 
experimentation in pretesting new substances proposed for use in food shall be 
reviewed and approved by the appropriate qualified Government agency with 
proper provision for appeal, review and adjudication before the substance is 
allowed to be used in food sold to the public. 
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STATEMENT OF PRINCIPLES ADOPTED BY THE AMERICAN MEAT INSTITUTE 


I. We believe it is the responsibility of the food industries to exert every 
effort toward the production and distribution of foods which are wholesome and 
nutritious and to assure adequate safeguards against contamination or adultera- 
tion which would render human food unwholesome. 

II. We believe the food industries should continue to improve their food prod- 
ucts from the standpoint of nutritive value, wholesomeness, palatability, and 
convenience, but in so doing public health and welfare should continue to be the 
first consideration. 

III. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that its use in 
food does not present a hazard to public health. 

IV. We believe every new substance proposed for use in human food should be 
subjected to adequate pretesting by the manufacturer or user of the substance 
and that such pretesting should be required by law. 

V. We believe it to be a proper function of Government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pretesting new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before the 
substance is allowed to be used in food sold to the public. 


STATEMENT OF PRINCIPLES ADOPTED BY THE DAIRY INDUSTRY COMMITTEE 


I. We believe it is the responsibility of the food industry to exert every effort 
toward the production and distribution of foods which are wholesome and nu- 
tritious and to assure adequate safeguard against contamination or adulteration 
which would render human food unwholesome. 

II. We believe the food industry should continue to improve its food products 
from the standpoint of nutritive value, wholesomeness, and convenience and to 
increase the economic value of the product to the consumer and in so doing 
public health should continue to be the paramount consideration. 

III. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and until it has been 
demonstrated with reasonable certainty by adequate experimentation that its 
use in food in the amounts and under the conditions recommended does not pre- 
sent a hazard to public health, it should not be so used, and that appropriate 
Federal legislation should be adopted to so require. 

IV. We believe such legislation should require that the results of such experi- 
mentation be subject to review and approval by the Federal Food and Drug Ad- 
ministration before the substance is allowed to be used in food sold to the public 
and should be similar to the provisions found in section 505 of the Federal Food, 
Drug, and Cosmetic Act with respect to new drugs. 


STATEMENT OF PRINCIPLES ADOPTED BY THE GROCERY MANUFACTURERS OF AMERICA, 
INc. 


I. We believe it is the responsibility of the food industries to exert every effort 
toward the production and distribution of foods which are wholesome and nutri- 
tious and to assure adequate safeguard against contamination or adulteration 
which would render human food unwholesome. 

II. We believe the food industries should continue to improve their food prod- 
ucts from the standpoint of nutritive value, wholesomeness, palatability, and 
convenience, but in so doing public health and welfare should continue to be the 
first consideration. 

III. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that its use in 
food does not present a hazard to public health. 

IV. We believe that every new substance proposed for use in human food 
should be subjected to adequate pretesting by the manufacturer or user of the 
substance and that such pretesting should be required by law. 

V. We believe it be a proper function of Government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
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animal experimentation in pretesting new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public. 

VI. We believe the Food, Drug, and Cosmetic Act of 1938, as amended to date, 
does not provide adequate authority for the Food and Drug Administration to 
control the addition of unusual substances to those foods on which standards and 
definitions have not yet been promulgated, and that the law should be modified 
properly in this respect. 

Court review and court decision of facts in the event that Food and Drug should 
unreasonably disapprove or fail to approve a substance. 

The Grocery Manufacturers of America, Inc., concurs in this statement. For 
it has approved the principle of a sound chemical-additive pretesting amendment 
to the Federal Food, Drug, and Cosmetic Act to assure the safety of foods. The 
GMA adds that this amendment should duly provide for (@) an impartial report 
on a controversial additive by an an independent and expert and responsible 
scientific body ; and (b) an appropriate and just court review of an administrative 
order which is effective to prevent the use of such an additive. 


STATEMENT OF PRINCIPLES ADOPTED BY THE INSTITUTE OF SHORTENING AND EDIBLE 
OILs 


I. We believe it is the responsibility of the food industries to exert every effort 
toward the production and distribution of foods which are wholesome and nutri- 
tious and to assure adequate safeguards against contamination or adulteration 
which would render human food unwholesome. 

II. We believe the food industries should continue to improve their food prod- 
ucts from the standpoint of nutritive value, wholesomeness, palatability, and 
convenience, but in so doing public health and welfare should continue to be the 
first consideration. 

III. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that its use in 
food does not present a hazard to public health. 

IV. We believe every new substance proposed for use in human food should 
be subjected to adequate pretesting by the manufacturer or user of the substance 
and that such pretesting should be required by law. 

V. We believe it to be a proper function of Government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pretesting new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public. 

VI. There should be proper provision for appeal to the courts in case of an 
arbitrary ruling or unreasonable delay on the part of the Administrator in making 
a ruling. 


STATEMENT OF PRINCIPLES ADOPTED BY THE MILLERS’ NATIONAL FEDERATION 


I. We believe it is the responsibility of the food industries to exert every effort 
toward the production and distribution of foods which are wholesome and nutri- 
tious and to assure adequate safeguards against contamination or adulteration 
which would render human food unwholesome. 

II. We believe the food industries should continue to improve their food prod- 
ucts from the standpoint of nutritive value, wholesomeness, palatability, and 
convenience, but in so doing public health and welfare should continue to be 
the first consideration. 

III. We believe every substance not represented by long usage in human diet 
should be subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that its use in 
food does not present a hazard to public health. 

IV. We believe every new substance proposed for use in human food should 
be subjected to adequate pretesting by the manufacturer or user of the substance 
and that such pretesting should be required by law. 

V. We believe it to be a proper function of Government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pretesting new substances proposed for use in food 
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should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public. 

VI. We believe the Food, Drug, and Cosmetic Act of 1938, as amended to date, 
does not provide adequate authority for the Food and Drug Administration to 
control the addition of unusual substances to those foods on which standards 
and definitions have not yet been promulgated, and that the law should be 


modified properly in this respect. 
VII. Court review and court decision of facts in the event that Food and Drug 


should unreasonably disapprove or fail to approve a substance. 


STATEMENT OF PRINCIPLES ADOPTED BY THE NATIONAL RESTAURANT ASSOCIATION 


Because of the vital interest of all operators of public feeding establishments 
and particularly for the welfare of the members of the National Restaurant As- 
sociation, the board of directors deems it advisable and desirable to establish 
its position on the subject of chemical additives in food by declaration of the fol- 
lowing principles: 

I. We believe it is the responsibility of the food industries to establish beyond 
peradventure of doubt that chemical additives neither detract quality or whole- 
someness frof food nor cause it to become a hazard to human health. 

II. We believe every substance designed or considered for use in any foodstuff 
should be proved noninjurious to human health either in immediate or long- 
term consumption and that this proof should be provided by adequate animal 
experimentation. 

III. We believe that every substance proposed for use in human food should 
by law, be subjected to adequate pretesting by the producer, processor, or man- 
ufacturer who contemplates its use. 

IV. We believe that test methods and procedures should be reviewed and ap- 
proved by a recognized national authority such as the National Research Council 
or the American Medical Association and approved for use by the Federal Food 
and Drug Administration. 

V. We believe that results of pretesting by animal experimentation should be 
approved by the Food and Drug Administration before the additive is permitted 
to be used in any food intended for human consumption. 

VI. We believe the Food, Drug, and Cosmetic Act of 1938, as amended, should 
be revised to provide authority for the Food and Drug Administration to control 
the use of new substances in food by proof of noninjuriousness through defined 
and adequate pretesting. 


Mr. Hunter. While there are, as I have said, certain differences in 
language in these statements there is a unanimous affirmation of our 
belief that there are two basic principles which should be incorporated 
into the law. These are: 

1. That the manufacturer or user of any new additive to food 
shall adequately pretest such additive for its safety in human 
consumption ; and 

2. That the results of this pretesting shall be approved by the 
Food and Drug Administration before the new additive is al- 
lowed to be used in or on food, with proper provision for ad- 
judication. 

I call your attention to the major difference between these principles 
and the present Food and Drug Act as it applies to food. The present 
act does not permit the Food and Drug Aadeninieteation to prevent 
the use of a new chemical additive in unstandardized food until the 
Food and Drug Administration can prove it is poisonous or deleterious 
after it has been used. No doubt there was a time when this point was 
not as serious as it is now or might be in the future, but the great ad- 
vances in chemistry seem to us to make it advisable that we safeguard 
the use of untested additives to food. There is no emergency in our 
food supply which would warrant the hasty introduction of any new 
chemical] additive. 
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The Congress in amending the Food and Drug Act in 1938 recog- 
nized the very principles which we advocate by changing the drug 
section of the act to require adequate pretesting and prior approval 
by the Food and Drug Administration before a new drug could be 
introduced to the public. We simply ask that there also be adequate 
protection for our food supply. E 

I can assume you that if anything happens to a food, due to a chemi- 
cal additive, which causes trouble to the consumer, that it will not be 
the manufacturer of the additive who gets blamed but it will be the 
processor of the food. We, therefore, are concerned not only for the 
consumer but for our own food industries as well. 

One of the problems which has bothered the food industries for 
sometime is the activities of food faddists and crackpots who continu- 
ously try to deceive the consumer as to dangers in our food supply 
due to the use of chemicals both in and on food. Some of you I am 
sure recall sensational magazine and newspaper articles published in 
the past few years to this effect. 

I should point out, however, that there are also some well-informed 
people and organizations interested in the consumer, and many nutri- 
tious scientists, who are concerned with the increasing use of untested 
additives to our food supply. The National Research Council some 
years ago appointed a food protection committee to continuously study 
the question of additives to food. 

I wish to say emphatically, and I think I speak for all of use in the 
food industry, that our food supply in this country is good and it is 
safe. We undoubtedly are the best fed nation the world has ever 
known. It is probably true that too many people are not properly 
nourished, but this is quite largely due to food faddists and diet crack- 
pots who have led the American people to believe in all kinds of reduc- 
ing diets and phony health foods. There is ample and adequately 
nourishing food for the entire population of this country if people 
would learn to eat this food in the proper balance. 

And the chemical industry has helped to make our food supply more 
adequate and more nourishing. We certainly would not have had as 
good. a food supply, within the reach of our entire population, except 
for the use of chemicals in agriculture and in the processing of agri- 
cultural products into food ; and there is going to be a continuing need 
for the development of new chemicals for use in our food supply. As 
one illustration out of hundreds, I would like to mention the develop- 
ments by the chemical and pharmaceutical industries which have re- 
sulted in tremendous progress in the baking industry. The develop- 
ment of synthetic vitamins has made it possible for the baking indus- 
try, for the past 15 years, to add to white flour and white bread cer- 
tain vitamins and minerals which in the opinon of leading scientists 
has resulted in one of the great public health advances of this century. 

The food industries believe that H. R. 8271 and H. R. 8275 in no 
way handicap research or development of chemical products which 
might be useful in the quality or production of food. Certainly the 
safeguards in the introduction of new drugs which were placed in 
the amended Food and Drug Act of 1938 have not stifled research in 
the chemical and pharmaceutical fiields. In fact since 1938 there has 
been more research done, and more new drug products placed on the 
market, than in the entire history of the industry previous to them. 
We in the food industries are most anxious that there continue to be 
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rag sere and development in the production of useful additives 
to food. 

We do feel very strongly, however, that for the protection of the 
manufacturer, the food processor and the consumer, that the Congress 
should provide more adequate safeguards to the introduction of addi- 
tives to our food supply. 

To effectively translate our basic principles into legislation, most of 
the major food industries support the adoption of H. R. 8271 and 
H. R. 8275 which are identical bills before this committee. These 
food industries for which I am speaking today have spent over 4 
years studying this proposal in attempting to arrive at a satisfactory 
legislative solution. I am authorized to speak specifically in favor 
of the adoption of these amendments for the American Bakers Associ- 
ation, the American Institute of Baking, the American Meat Institute, 
the Dairy Industry Committee, and the Millers’ National Federation. 

I understand that the basic principles in this legislation have also 
been approved by the Grocery Manufacturers of America, who will 
have their own witness on the stand. 

In my discussion, briefly, with you this morning, I have not at- 
tempted to talk to you about the legal procedures provided in this 
amendment because they will be dikeeet by food-industry attorneys 
who have also been authorized to speak for the food industry associ- 
ations which I have mentioned in this statement. 

I wish to call the committee’s attention to the somewhat unusual fact 
that practically an entire industry has joined in requesting the Con- 

ess to put further safeguards into legislation affecting their own 
industry. And speaking for these food industries, I close my state- 
ment urging upon you gentlemen the passage of an amendment which 
would give us the protection that both the consumer and the food 
industries need to continue to make our food supply more adequate, 
better in quality, and completely safe. 

Thank you very much, Mr. Chairman 


The CHamman. Thank you very much, Mr. Hunter. I want to 


congratulate you on what I think is a very fair and fine statement. 
You did not discuss, and preferred not to discuss, the legal question of 
procedure, since Mr. Paxton is the attorney for your association, and 
he is scheduled to be the next witness. I want to congratulate both 
the food and the chemical industries on the fine work they have done, 
and on their recognition of the fact that there is need for some 
additional legislation dealing with their own industries, and dealing 
with them in the sense of subjecting them to more regulations than 
they now have. 

That is not often the case, and I think both industries are to be 
congratulated for a very forward-looking viewpoint on the question. 
I appreciated also what you had to say on page 6; I think it is largely 
true that if something happens to a food, due to an additive that 
causes trouble to a consumer, it would not be the manufacturer of the 
additive but the food industry that will take the blame. I think that 
that is a fair statement. 

I have no particular questions at this point because I think most of 
the controversy in this legislation deals with the question of the appeals 
procedure. 
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Are there any questions? If there are no questions, we appreciate 
your appearance before the committee and thank you very much for 
coming. 

Our next witness will be Mr. Glenn G. Paxton who is the attorney 
representing the American Bakers Association and I believe also the 
Millers’ National Federation, the American Meat Institute, and the 
dairy industry. Do you speak for all of those groups, Mr. Paxton? 


STATEMENT OF GLENN G. PAXTON, MEMBER OF THE LAW FIRM 
OF CAMPBELL, MILLER, CARROLL & PAXTON, CHICAGO, ILL., 
APPEARING FOR VARIOUS FOOD INDUSTRY ASSOCIATIONS 


Mr. Paxron. At this time, at this hearing, I am speaking for five 
major food industry associations. I happen to be general counsel for 
only one of those associations. 

The CuamrMman. You may proceed as you wish, 

Mr. Wotverton. Was there any significance in your remark that 
at this time you speak for them? 

Mr. Paxron. Only this: These five trade associations, in order to 
limit the hearings, have seen fit to authorize me to speak here for them 
in support of the bills—two of the bills pending here. Generally, I 
do not represent four of the five. 

My name is Glenn G. Paxton. I am a member of the law firm of 
Campbell, Miller, Carroll & Paxton, and am engaged in the general 
practice of law. I am appearing today in behalf of the following food 
industry organizations: American Bakers Association, American In- 
stitute of Baking, American Meat Institute, Dairy Industry Commit- 
tee *, Millers’ National Federation. 

At this time T should like to express the appreciation of these organ- 
izations for the cooperative and receptive attitude displayed by this 
committee not only in these hearings but in the opening statements 
of the chairman and by the cooperation of the chairman and Con- 
gressman O’Hara in introducing bills on these subjects at the request 
of some one or more of these food groups. 

I am appearing in support of H. R. 8275, introduced by Congress- 
man Priest, which is a bill to amend the Federal Food, Drug and Cos- 
metic Act by adding new provisions for the regulation and control of 
additives in foods. My testimony will apply equally to H. R. 8271, 
an identical bill introduced by Congressman O’Hara. 

As Mr. Hunter has testified, leading associations of food manufac- 
turers some years ago adopted resolutions setting forth statements of 
principles in favor of legislation requiring adequate pretesting of 
chemical additives prior to their use in foods, and have since devoted 
much time and effort to the problem. The need for such legislation 
now seems to be generally conceded. The amendments embodied in 
H. R. 8275 are designed to meet that need. 

In furtherance of said statements of principles, I was directed by the 
Millers’ National Federation, as its general counsel almost 2 years ago, 
to analyze bills then pending in the House and Senate as well as drafts 
of certain proposed bills for the regulation of additives to food, to 


1The Dairy Industry Committee is composed of official representatives of the following 
organizations: American Butter Institute: American Dry Milk Institute; Evaporated Milk 
Association ; International Association of Ice Cream Manufacturers ; Milk Industry Founda- 
tion ; National Cheese Institute ; and National Creameries Association. 
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make any suggestions for the improvement thereof which I should 
deem advisable for the realization of said principles, and to partici- 
pate in drafting any suggested revisions. Since then I have spent a 
substantial amount of time and have worked with numerous lawyers 
in drafting or revising various proposed bills. 

The Cnairman. I wonder if we could interrupt. I want to explain, 
because I do not want it to appear that members of this committee are 
running out on you, that we have been called before the Rules Com- 
mittee on the poliomyelitis vaccination legislation which expires Feb- 
ruary 15 unless extended, and some of us are going to the Rules Com- 
mittee, but we will return as soon as possible. 

Mr. Paxton. I am sorry, and I understand, sir. 

In my opinion this bill, H. R. 8275, is the most desirable of those 
which I have studied. I believe it will combine maximum safeguards 
for public health with minimum surrender of economic freedoms, 
without discouraging continued scientific progress in nutrition and 
in food technology to promote greater variety and wider distribution 
of foods for the consuming public. 

I should like to direct my testimony principally to an analysis of 
the more important aspects of the bill and to a statement of the con- 
siderations which have led me to the foregoing conclusions. 

The bill would amend the Food, Drug, and Cosmetic Act and is 
therefore tailored to fit into the pattern of the act. At the outset the 
most important question is the coverage of the amendments, which 
necessarily leads to a definition of the substances or additives which 
will become subject thereto. 

Under this bill a “new food additive” is, in effect, defined in section 1 
to mean any substance used for any purpose in manufacturing, proc- 
essing, packaging, holding, or transporting any food which thus be- 
comes or could reasonably be expected to become a component of such 
food, with the following exceptions: 

Exception 1: A substance which is generally recognized by quali- 
fied experts to be safe for use in foods under the conditions of its use 
or intended use. 

This general exception would include many additives which have 
long been used and are generally recognized to be safe. As noncon- 
troversial examples, I would suggest salt, or flavoring extracts of the 
kind used by our grandmothers, or sodium bicarbonate as used in 
baking soda. 

I might say at this point that all of the bills that I have seen which 
have ever been written on this subject have had a general exception 
for substances generally recognized by the experts to be safe. This 
bill has substantially the same type of exception in that respect as all 
of the other bills. 

Exception 2: Pesticide chemicals in or on raw agricultural com- 
modities. 

Such additives are now subject to control under the special provi- 
sions of the Miller amendment to the act, approved July 22, 1954, and 
are therefore excepted. 

Exception 3: Any substance to the extent to which prior to January 
1, 1956, it was approved or authorized for use in food by a Federal 
agency or official under any applicable law or regulation. 

This gets into the question of the grandfather clause of which there 
was some discussion yesterday. 
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Examples are substances approved prior to January 1, 1956, by the 
Meat Inspection Branch of the United States Department of Agri- 
culture for use in curing or preparing meat or meat products. 

Exception 4: Any substance approved for use in or on a food by 
or under the Federal Food, Drug, and Cosmetic Act. 

Examples are additives required or permitted in a food for which 
a definition and standard of identity is promulgated by the Food and 
Drug Administration, or coal-tar colors approved by FDA pursuant 
to section 406 (b) of the act. 

No doubt many additives falling within the first exception, that is, 
the general exception of long recognition of safety, will also fall 
within the third and fourth, and vice versa, but the three classifications 
are not necessarily synonymous. It would not seem necessary to sub- 
ject to the controls of the proposed amendments any food additive 
which has heretofore been approved for use by the Food and Drug 
Administration or by another Federal agency and has therefore 
passed Federal safety tests. Nor would it seem desirable so to do, 
since the task of passing on the safety of additives now in use as well 
as new additives hereafter proposed will undoubtedly tax the capacity 
of FDA for a substantial period of time. 

Any additive not falling within one of the foregoing exceptions 
would come within the definition of “new food additive” and would 
therefore be subject to the proposed amendments. This means that 
some additives now in use would have to be discontinued unless and 
until adequate pretesting data thereon are submitted to the Food and 
Drug Administration and it has had an opportunity to evaluate the 
same. In this respect the bill is drastic. There is a substantial body 
of opinion in favor of exempting all additives in use prior to a speci- 
fied date, which opinion was initially shared by some members and 
representatives of some of the food industries now supporting this 
bill, and it may be conceded that some fairly strong arguments can be 
advanced in support of that position. 

Mr. Dies. May I interrupt the witness right there, and I hate to do 
it. But I want toclarify this. There was testimony yesterday that in 
one of the bills there is a provision that where there exists a reasonable 
doubt with respect to any of these additives that are exempt, as to that 
chemical, there must be pretesting. Now, what is your idea about that 
sort of an approach to this 

Mr. Paxton. That exception, in that particular bill, I do not quite 
understand. I have not been able to distinguish it from the first 
exception that I have described here. Here, our first exception would 
only apply to an additive which is generally recognized by experts 
qualified to judge the safety of foods to be safe. 

Mr. Dies. I think that there is a difference there. This would give 
the Food and Drug Administration the right to declare that a certain 
chemical, although exempted, that there is a reasonable doubt with 
respect to that chemical. Then, when they have so ordered that, it 
becomes obligatory upon the manufacturer to comply with the pretest- 
ing regulations. I think that is the difference in the thing. You 
lodge a power there in the Food and Drug Administration. 

Mr. Paxton. Is that the Delaney bill, so-called ? 

Mr. Dries. No; it was not in the Delaney bill, I do not believe. I 
believe it was in Dr. Miller’s bill. It was in one of the bills, and it 
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frankly appealed to me because we ought to relieve these manufac- 
turers and processors of as many burdens, unnecessary burdens, as 
possible. They have enough Federal redtape to comply with as it is 
to transact their business and we ought to try to relieve them of it, if 
possible, and still we ought to give large power in the Food and Drug 
Administration to protect, of course, the health of our people. 

Mr. Paxton. You are right. That is in the bill introduced bv 
Congressman Miller, H. R. 8748. As I read it, there are two excep 
tions that run very close to each other in that definition. The first one 
is that the term “new food additive” shall apply to any substance— 
which is not recognized among experts qualified by scientific training and experi- 
ence to evaluate the safety of food, to be safe for us under the conditions of such 
use or intended use. 

That, I think, up to that point is a quotation, or virtually a quota- 
tion from our definitions. 

Mr. Dries. That is right. 

Mr. Paxron. Then it goes ahead and says: 

The term does not include a pesticide chemical or a food additive in use 
prior to January 1, 1956, which presents no reasonable probability of injury 
to health. 

Now, to my mind that means just about the same thing as the first 
general exception. I do not see any language, here or elsewhere, in 
this bill, H. R. 8748, that would give the Food and Drug Adminis- 
tration the power to say this particular substance which you are using 
does not meet either one of these tests and therefore you must bring 
it in. I do not think they would have any more power to do that 
under this language than they would have under our language. 

Mr. Dres. I did not read the bill, but he testified yesterday—and I 
asked him specifically what the procedure would be under his bill— 
that if the Food and Drug Administration decided that as to some 
chemical which came under the general exception, there was a reason- 
able doubt about the use of it, they could require a pretesting of that 
chemical even though it was exempt in general terms. 

I have not read the bill to analyze it, but that was his explanation 
of it. That appealed to me as a pretty sound approach. 

Mr. Paxron. There may be some provision in his bill that enables 
the Secretary to initiate a proceeding to require the submission of 
pretesting data. 

Mr. Dies. Do you not think that there ought to be some provision ? 
Suppose that you exempt all of these recognized chemicals that have 
been in use. Ought there still not to be some power somewhere so that 
if the Food and Drug Administration developed a reasonable doubt 
about one of them they could come in and require pretesting of that 
substance? Would not that be a safeguard that would help the bill? 

Mr. Paxton. In that case I would think, under either definition, 
the one in our bill, or the one in Congressman Miller’s bill, the user of 
the additive would have a right to a determination of the basic ques- 
tion of whether or not that substance is exempt under the definition. 

Mr. Dies. Suppose it is exempt—and there is no question but that 
it is exempt—do you not think that there should be some evidence de- 
veloped when there is a question about it? Do you not think that 
there should be some power in the Food and Drug Administration 
for them to come in and say, “Now, that is true under the general 
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terms, but we have discovered something here and we have a doubt 
about it, and we think that you ought to pretest it.” 

Mr. Paxton. I do think that, and I believe that under H. R. 8275 
the Secretary will have ample power to cause that type of procedure 
to be followed. It is not, necessarily, by setting in motion some ad- 
ministrative procedure that would apply to any admitted new sub- 
stance, but instead by calling for a determination of the safety of the 
additive. As I will point out, under H. R. 8275, the food manufac- 
turer who uses the substance will forever have to stand ready to 
prove the adequacy of the pretesting and the safety of the additive. 
That burden will always be on him, so that if some discovery should 
be made that indicates the lack of safety of some substance theretofore 
considered to be safe, H. R. 8275 will give the Secretary plenty of 
power to call that matter up for determination. 

Mr. Dries. Even though that particular chemical has been recog- 
nized in the past to be safe? 

Mr. Paxton. That is right. 

Mr. Dries. You still think that the Food and Drug Administration 
could come back and call for a determination ? 

Mr. Paxton. I feel sure of it. 

Mr. Dres. I think that that ought to be very clearly specified, if 
there is any doubt about it. 

Mr. Paxton. I feel certain of it for this reason, Congressman, that 
once the doubt arises it will lose the general recognition of safety it 
has had. 

Mr. Dries. I would like to ask our legislative counsel, to determine 
that fact, whether or not under the Priest bill such power does exist 
in the Food and Drug Administration? If it does, that satisfies the 
point. 

Thank you for permitting me to interrupt you there. 

Mr. Paxton. I was referring to the arguments that have been ad- 
vanced against this strict definition. It has been argued, for example, 
that under the present act poisonous or deleterious additives are pro- 
hibited, and, therefore, that FDA can under existing law prevent the 
use of additives which it can prove to be poisonous or deleterious; that 
our food supply is and has been safe and that there is no evidence in- 
dicating that the consumer is being harmed by additives now in use; 
and that legislation against additives already in use and apparently 
harmless is akin to ex post facto legislation, which is not only un- 
American but unconstitutional. On the other hand it is argued that 
it is necessary for the protection of the consumer that additives now 
in use but not generally recognized by experts to be safe should be 
prohibited except upon compliance with the proposed amendments. 
On this issue it is significant that the major food industries above 
named, after conferences and negotiation, are now supporting this 
bill and this definition, even though it would undoubtedly prohibit 
the continued use of some additives now in use until an opportunity 
‘an be given FDA to pass on them, from which it may be concluded 
that these food industries believe that the use of such additives can, 
if necessary, be discontinued until they can be subjected to the tests of 
a legislation, without seriously disrupting the food supply of the 
Nation. 

At this point, I should like to comment on the third exception which 
relates to an exception for substances which prior to January 1, 1956, 
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have been approved for use by some Federal agency or official under 
some segiiaiae law or regulation. The fear has been expressed, I 
have learned since this bill was introduced, that this third exception 
might be broader than was intended, and that it might, for example, 
exempt some substance authorized or specified as an ingredient in some 
food purchased by the Office of the Quartermaster General for service 
personnel even though not thoroughly tested for safety by some Fed- 
eral agency having as one of its responsibilities the protection of the 

ublic health. No such result was intended, and in my opinion the 
lesiathiene used could not properly be so construed, but in order to 
eliminate any doubt I suggest that in line 9, on page 2 of H. R. 8275 
there be inserted after the word “use,” the following words: “for gen- 
eral consumption,” and that in line 11, the words, “or official” be 
deleted. 

In my opinion those slight changes would remove any doubt in that 
respect that might exist. 

Also at this point I would like to suggest that the task of appraising 
the pretesting data on additives now in use might be so great that the 
Food and Drug Administration could not hope to accomplish it in a 
short period of time. I suggest that section 7 of this bill which now 
provides that the bill shall become effective upon its passage should 
therefore be revised to postpone the effective date of the amendments, 
so far as additives now in use are concerned, for such period of time 
as the Congress shall deem necessary for that purpose. 

So much for the definitions. 

Mr. Dies. How would 90 days after date of passage—do you think 
that that would be sufficient time? That would be 90 days after the 
enactment of the act. Would that give sufficient time? Is that not a 
question for the Food and Drug Administration ? 

Mr. Paxton. I would have much doubt that 90 days would be enough 
but I would like to know what Food and Drug Administration thin 
of it. I know in the pesticide bill, a year’s postponement of the effec- 
tive date was prescribed, with a further provision that that time might 
be extended by the Secretary of the Department. I believe it was 
extended. 

Mr. Dies. They have to go back and determine everything that has 
been generally accepted as being safe; will they not? 

Mr. Paxton. Oh, no. 

Mr. Dres. Except those things which have been approved by 
agencies ? 

Mr. Paxton. I donot think so. Where there is general recognition 
of the safety of an additive, such as salt, I do not believe anyone is 
going to come in and file a lot of pretesting data on salt or baking soda, 
or that type of product. But where there is a question of fact the 
responsible food manufacturer is goin to be faced with a real problem 
for determination, and that is, “Is this additive which I have been 


using for several years one that has general recognition of safety?” 

If he feels a substantial doubt about it, or if he feels for example 
that he might be unable to prove that it is such a substance if it were 
attacked in court, then he is going to come in with pretesting data on 
the additive that he has been using. It is going to take some time, I 
should think, for that mountain of work to be dissipated by the Depart- 
ment and accomplished. 
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Now, I would like to refer to the prohibitory provisions of the act. 
Under the Federal Food, Drug, aa Cosmetic Act as it now exists, 
section 301 prohibits the introduction into interstate commerce of any 
food that is adulterated, and section 402 states the conditions under 
which a food shall be deemed to be adulterated. This bill would add 
a new clause (2) (C) to section 402 (a) to include in the definition of 
adulterated food any food “if it is or if it bears or contains a new food 
additive which is unsafe within the meaning of section 409.” Section 
409 would be an entirely new section of the act to be added by this bill 
dealing only with new food additives. Under section 409 (a) it would 
be provided that a new food additive shall be deemed unsafe for the 
application of the added clause (2) (C) of section 402 (a) unless three 
tests are met, namely, and the first one is most important : 

One, such additive has been adequately pretested and thereby shown 
safe for use under the conditions of its intended use. 

Two, the pretesting data on such additive have been fully submitted 
to the Secretary of Health, Education, and Welfare (in accordance 
with said section 409). 

Three, the Secretary has had an opportunity to evaluate said data 
(as provided in said section 409). 

These tests are new. Nothing in the prseent act requires the pre- 
testing of a new food additive or the submission of pretesting data 
thereon to FDA (except in the case of pesticide chemicals). Today 
FDA must do its own testing and experimentation on an additive— 
admittedly a difficult task—and must sustain the burden of proof that 
it is poisonous or deleterious—admittedly a difficult burden—before 
it can obtain a court order to restrain its use. 


If this bill is enacted the burden of adequate experimentation and 

retesting will be on the proponent of the additive. He may not use 

it until adequate Beene is completed, and he may not then use it 
| 


without first submitting all of the pretesting data to FDA. Under 
later subsections of section 409 he may not use it even then until a 
favorable opinion is issued by FDA, or if the opinion is unfavorable, 
until the expiration of a period of 60 days thereafter, thus allowing 
FDA time to institute legal proceedings. If such proceedings are 
instituted within said 60-day period he may not then use it unless and 
until a favorable judgment has been obtained. The sweep of these 
provisions is readily, apparent. 

If, following an unfavorable opinion by FDA, court proceedings 
should be instituted to determine whether the additive may legally be 
used in food, the issue will be whether the additive has been adequately 
pretested and thereby shown safe for use under the conditions of its 
intended use, and the only burden of proof on FDA will be that of 
proving by a preponderance of the evidence that the pretesting has 
not been adequate to show with reasonable probability that the addi- 
tive can be used under the conditions of its intended use without 
rendering the food in or on which it is used injurious to health. If 
there is any reasonable doubt as to the safety of the additive this will 
be a relatively light burden. It will not be necessary, as at present, 
for the FDA to prove the additive to be poisonous or deleterious, 
although obviously if the evidence should show that to be the case, 
the additive would be barred. 

Mr. Dres. I hate to interrupt, but I want to understand your testi- 
mony. The burden is upon the applicant, upon the processor or user 
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of the additive, to show by preponderance of the evidence that the 
product is safe. 

Mr. Paxton. That burden will always be on him. 

Mr. Dies. That is the burden on him to show that fact, and you 
substitute the preponderance of evidence rule for the substantial evi- 
dence now required in appeals from administrative agencies. 

Mr. Paxton. That is right. We would substitute that. 

Mr. Dries. And all the Government would have to show would be 
that there is reasonable doubt, but that the proponent of the additive 
ae failed to show by a preponderance of the evidence that it was 
safe. 

Mr. Paxton. That is right, with this further exception. 

Mr. Dies. Reasonable doubt would not enter into it. 

Mr. Paxton. There is this further comment that I might make 
there, Congressman Dies. We have in this bill, H. R. 8275, two new 
definitions which incidentally have been followed by Congressman 
Miller in his bill. They define two terms which run throughout this 
legislation. One term is “safe for use” and the other term is “condi- 
tions of its intended use.” 

This bill would add to the definition section of the Food, Drug, and 
Cosmetic Act, these two additional definitions as well as the definition 
of new food additives. 

Mr. Dres. But you propose a new and revolutionary method of ap- 
peal, and an exception to the Administrative Act, and I do not believe 
that you will ever get that provision through both Houses, because 
after all, this is an administrative determination, just like thousands 
of other instances, and to give you the right of trial de novo would be 
an innovation there, or an exception to our administrative practice 
procedure, and it would be of questionable propriety, I think. 

I do think that the Administrative Act ought to be reviewed, and 
I would like to see it amended as a whole, to give every aggrieved 
person better protection than the substantial evidence rule provides. 

Mr. O’Hara. Would the gentleman yield ? 

Mr. Dres. Yes. 

Mr. O’Hara. I spent considerable time on that subject some years 
ago and found that the only way we could do it was to go back and 
consider the organic law of every administrative agency. It is a com- 
plex problem. 

Mr. Dries. Why couldn’t you do it by general amendment of the 
Administrative Practices Act? 

Mr. O’Hara. There a great many things you run into. 

Mr. Dies. There is no question but what you are headed for serious 
difficulty when you try to make an exception in this act. 

Mr. O’Hara. Don’t you think we ought to get down to the material 
facts sometimes, as to what is important in the administration of jus- 
tice in these matters? 

Mr. Dies. That is a big order, and one that the committee ought to 
undertake, and I think it would be a great thing to do. I don’t be- 
lieve that you can single out this legislation and write an entirely new 
rule of appeal substituting the preponderance of evidence for substan- 
tial evidence, and providing for a trial de novo in the district court. I 
don’t think that you can get it through if you keep it in the bill. I 
think that it will be stricken in the House, or in conference, or in the 
Senate. 
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Now, it seems to me that that is a serious obstacle to the passage of 
this measure. What I want to find out from the witness is, do you 
think it is important, and was this put in because of the general feel- 
ing on the part of the processors and manufacturers that under the 
substantial evidence rule they could not get justice, or why was that 
inserted in the bill? 

Mr. Paxton. I would say that the concensus among the food group 
was that this is a subject that does not require a strict licensing ar- 
rangement by the Food and Drug Administration. That is one point. 
[ would say on the other question as to the procedure, while I treat 
with that at some length calmainniatie in the statement I am preparing 
to make, I believe or I hope that I will be able to convince this com- 
mittee that the situation that will here arise will be substantially dif- 
ferent than the situation that ordinarily arises in the customary type 
of administrative hearing—a difference, I hope to be able to persuade 
you, will justify the adoption of a more direct legal proceeding than 
the review by the court of appeals after a formal hearing. 

The CuatrmMan. You may proceed, Mr. Paxton. 

Mr. Paxron. At this point, I did want to make a comment that is 
not in my prepared statement. Some of the bills before this commit- 
tee provide in effect that after an unfavorable opinion by the Food 
and Drug Administration on the adequacy of the pretesting of an 
additive, no person may introduce the additive in commerce without 
giving the Secretary prior notice of intended use. 

There is no such provision for prior notice in H. R. 8275. We have 
not considered that any such provision would be necessary. How- 
ever, if the committee should deem it advisable that there be some such 
requirement for prior notice before use after an unfavorable opinion 
by FDA, the food industries for whom I speak would have no objec- 
tion. 

If such a change should be made, then the next suggestion that I 
am going to make would not be applicable. That is to say, if the bill 
should contain a provision for prior notice, then this following sug- 
gestion would not apply. If it does not contain a provision for prior 
notice, then there is a technical change needed in section 409 (f) of 
this bill to take care of the eventuality that the Secretary might not 
within the 90 day period prescribed render any opinion at all. 

This subsection in its present form prohibits any person who has 
received an unfavorable opinion by the Secretary on a proposed new 
food additive from using it for a period of 60 days after the receipt 
of notice of the opinion. I believe this prohibition should be expanded 
to apply also if the Secretary fails to issue an opinion within the time 
prescribed by section 409. I, therefore, recommend that section 409 
(f) be revised to read as follows: 

(f) No person who has received an initial notice or opinion by the Secretary, 
pursuant to subsection (d), which advises that a new food additive has not 
been adequately pretested and thereby shown safe for use under the conditions 
of its intended use, or who has submitted pretesting data on a new food additive 
to the Secretary with respect to which the Secretary has failed to issue an opin- 
ion pursuant to subsection (d) within the time prescribed in subsection (C), 
shall thereafter introduce or deliver for introduction into interstate commerce 
such additive or a food bearing or containing it (1) for a period of sixty days 
from the date of receipt of such initial notice, or, if the Secretary shall fail to 
issue an opinion within the time so prescribed, from the date of expiration of 


said time, or (2) in the event an action for declaratory judgment is instituted 
within such sixty-day period pursuant to subsection (e) and notice given to 
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defendant, until a judgment in such action has become final, declaring that said 
new food additive has been adequately pretested and thereby shown safe for 
use under the conditions of its intended use. 

There is another question which comes up for consideration in this 
proposed legislation, and that is the question of functional value. In 
some of the earlier bills dealing with food additives, functional value 
or usefulness of the proposed additive was specified as one of the 
criteria to be considered by the Secretary in determining whether or 
not the additive should be approved. This bill, H. R. 8275, makes no 
reference to functional value. 

It is submitted that it would be a mistake to inject into legislation 
dealing with questions of safety or toxicity of foods questions as to 
the functional value of a given ingredient. Additives are used for 
coloring, for flavoring, as preservatives, emulsifiers, bleaches, sweet- 
eners, tenderizers, and a variety of other purposes incident to the 
manufacture, preservation, distribution and sale of food. Whether 
an additive is safe is one question; whether it is useful is an entirely 
different question. Who is to judge, and by what standards? 

Whether an additive is useful is primarily a question for the manu- 
facturer, who is more thoroughly acquainted with the manufacturing 
techniques and requirements of his products than is a governmental 
agency or official. It would seem obvious that if an ingredient is not 
useful in the manufacture, packaging, preserving, holding or distribu- 
tion of a food, or is not desired by the consumer, it will soon be elimi- 
nated as an ingredient by the necessity of keeping costs of production 
down. But if it is safe, if in the judgment of the manufacturer it 
serves a useful purpose, and if the consumer wants it, the manufac- 
turer should not be denied the right to use it nor the consumer to 
purchase it merely because in the opinion of a Governmental agency 
or official it does not have functional value. The purpose of this 
legislation is to insure safety in foods—not to put Government in 
the business of regulating the personal tastes and likes and dislikes 
of the consuming public. 

The food industries for which I speak would object to transferring 
from the manufacturer and the consuming public the right to deter- 
mine whether a safe food additive has functional value or is useful. 
If it should be proposed to this committee that this criterion be 
included in the pending legislation, we strongly urge this committee 
to reject it as an unnecessary and inadvisable concept. 

Now, I would like to refer to the question of procedure and court 
review. Subsections (b), (c), and (d) of section 409 prescribe pro- 
cedure for submission of pretesting data, a 90-day period for evalua- 
tion thereof by FDA, and the issuance by FDA of an opinion with 
respect to the adequacy of the pretesting data to show the safety of 
the additive under the conditions of its intended use. 

One of the controversial questions which has concerned everyone 
interested in this legislation is that of procedure. The Food and 
Drug Administration apparently advocates a grant to it of the power, 
after submission to it of pretesting data, to determine whether or not 
an additive can safely be used in foods and if so, to issue regulations 
prescribing the conditions of such use, as well as the power to prohibit 
the use of the additive if its determination is adverse. Implicit in 
this procedure, in case of an unfavorable opinion by FDA, would be 
a formal administrative hearing in which evidence would be admitted 
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and interested parties would be heard, followed by an administrative 
order which would be subject to review by the Court of Appeals on 
the record. This bill, H. R. 8275, obviates a formal administrative 
hearing. 

No Joubt the members of this committee are familiar with many 
of the objections which are often made to the administrative hearing 
procedure in general. To illustrate: , ; 

1. Administrative hearings are slow, tedious, and costly. As an 
example of what can happen in an administrative hearing involving 
a chemical additive to food, we may refer to the bread standard hear- 
ings conducted by the Food and Drug Administration several years 
ago. The question arose as to the use of certain emulsifying agents, 
broadly referred to as the polyoxethylenes and the mono- and diglyc- 
erides. Those are the same substances that Judge Biggs was talking 
about yesterday because those were the ones involved in the Atlas 
Powder case. Weeks of testimony and thousands of pages of the 
transcript were devoted to these additives. 

2. The administrative hearing procedure places too much dictatorial 
power in the hands of the enforcement agency. Human nature being 
as it is, a predisposition on the part of an enforcement official for a 
certain viewpoint will inevitably influence his decision in a hearing, 
regardless of the weight of the evidence. The caliber of the men at the 
head of the Food and Drug Administration aat present and for many 
years past would largely nullify this objection, except that there is no 
way to insure that their successors will measure up to the same high 
standards. 

3. An administrative order on a technical subject will almost in- 
evitably be affirmed by the courts on appeal if supported by any sub- 
stantial evidence, even though contrary to the weight of the evidence. 
On factual questions reviewing courts have virtually abdicated in 
favor of governmental agencies, thus imperiling our fundamental 
system of checks and balances. In fact, most statutes providing for 
administrative hearings by Federal agencies provide that the findings 
of fact by the agency are conclusive if supported by substantial evi- 
dence, and the Administrative Procedures Ket so provides, thus leav- 
ing the court powerless to review findings of fact except to the extent 
necessary to determine whether they are supported by any substantial 
evidence; and with no power to reverse, which the courts cannot do 
on the ground that the findings are not supported by the preponder- 
ance of the evidence. 

Various food industry associations and their members and their 
attorneys have advanced the foregoing and other objections to the 
administrative hearing procedures incorporated in various bills on 
this subject introduced in this and previous Congresses. After many 
conferences of industry representatives and many hours spent in draft- 
ing alternative provisions, an impressive group of food industries have 
united in support of H. R. 8275. In order to bring about this united 
oe a considerable amount of compromise on various provisions 
of the bill was required. I doubt that any other bill would receive 
1% extensive support as the industries affected are giving to this 

ill. 

This bill, H. R. 8275, would dispense with the formal administrative 
hearing procedure, and would instead provide that after the issuance 
of an opinion by the Secretary on the pretesting data submitted either 
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party could institute proceedings under the Federal Declaratory Judg- 
ments Act to obtain a declaration by the court whether or not the 
additive has been adequately pretested and thereby shown safe for 
use under the conditions of its intended use. However, FDA would 
not be limited to that remedy but would be permitted at its election 
to institute any other enforcement procedure available under the act, 
such as injunction proceedings or libel for condemnation and seizure. 

The Federal Declaratory Judgments Act, adopted in 1934 revised 
in 1948, does not create any legal rights or relations, but does pro- 
vide a different form of legal proceeding for the determination of 
the legal rights and relations existing between the parties to a con- 
troversy. A major difference between this and the ordinary form of 
legal proceeding is that the court is empowered to hear the evidence 
and declare the rights and legal relations of the parties before either 
must assume the risk of acting upon what he hopes or believes his rights 
to be. As stated in 16 American Jurisprudence, page 281, with refer- 
ence to declaratory judgment statutes: 

Their real value lies in the fact that in cases coming within their scope they 
enable parties to have their rights and obligations determined without either of 
them being obliged to assume the responsibility and the risk of acting upon his 
view of the matter and thus repudiating what may subsequently be held to be 
the other party’s rights. 

The declaratory judgment proceeding would seem to be especially 
well chosen for the type of controversy which will exist under H. R. 
8275, when FDA issues an opinion that the pretesting data on a food 
additive is inadequate to show it to be safe. The proponent will not 
be required to first use the additive and thus submit to possible penal- 
ties in order to obtain an adjudication of his rights, nor will FDA 
have to wait until an alleged violation has occurred in order to obtain 
an adjudication. 

There is precedent for this type of remedy. In general, the Admin- 
istrative Procedure Act, adopted by Congress in 1946 and made ap- 
plicable to all Federal agencies, expressly provides that actions for 
declaratory judgment shall be available to review the orders of an 
administrative agency where no specific statutory method of review 
is otherwise provided. 

A specific precedent in a specific statute is the Immigration and 
Nationality Act, which provides that actions for declaratory judgment 
may be instituted to review an order of any department or independent 
agency of the United States denying any person the right or privilege 
of a national of the United States on the ground that such person is 
not a national. Moreover, declaratory judgment proceedings have 
been entertained by the courts in numerous cases to review the actions 
of various administrative agencies and officials. 

In my opinion the procedures under this bill for the regulation of 
food additives are preferable to the administrative hearing procedures. 
The objectionable features of the administrative hearing procedure 
would be avoided, as I believe they should always be wherever pos- 
sible. I am firmly convinced that this bill ou provide adequate 
protection against new additives which have not been shown to be 
safe. 

Under this bill the prohibition against use of new additives in foods 
without adequate pretesting and submission of the pretesting data in 
FDA is absolute. Moreover, as a practical matter the opinion of the 
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Food and Drug Administration on a proposed new additive would con- 
trol in all but an almost negligible number of cases. If on the submis- 
sion of pretesting data FDA is unable within 90 days to arrive at a deci- 
sion, the proponent would as a practical matter : er ee to an extension of 
time, as provided for in the bill. If FDA should indicate informally 
or otherwise that some additional experimentation is needed, the pro- 
ponent as a practical matter would furnish it. If an unfavorable 
opinion is rendered by the FDA the responsible manufacturer would 
seldom, if ever, use the additive at his peril. Instead he would conduct 

more experimentation and continue to do so, laying the data before 
FDA, until a favorable opinion is forthcoming or he loses faith in 
the additive. His reputation, his goodwill, and the consumer accept- 
ance of his products are at stake, and along with them his investment 
in the industry. He would not risk the loss of these assets by selling 
a product carrying FDA disapproval. 

Nor would the manufacturer as a practical matter take the case into 
the courts unless he should be convinced that the position of the 
agency is arbitrary and unreasonable. If such a case should arise 
he ought to have prompt redress in the courts without going through 
the painful and probably futile procedure of an administrative hear- 
ing before an agency having a preconceived judgment in the case, to 
be followed by an appeal to a court which is bound by the agency’s 
findings of fact. 

There has been some indication that the Food and Drug Admin- 
istration may criticize this bill on the ground that the procedures 
thereunder would not be uniform with certain other procedures under 
the Food, Drug, and Cosmetic Act. There has been some question 
raised in this hearing, I might add, to the lack of uniformity with other 
court review procedures under other statutes creating administrative 
agencies. Upon analysis this criticism does not appear to be well 
founded. There is no magic in uniformity as such. It is not an end 
in itself. Uniformity is important only if the job to be done and 
the objectives to be attained are uniform. The various provisions of 
the act may be looked upon as tools fashioned by Congress and turned 
over to the agency to use in regulating a variety of products which are 
not uniform—foods, drugs, cosmetics, and various classifications of 
each. The job to be done is not uniform, and the tools need not be 
uniform. 

A variety of procedures are presently applicable under the act, and 
quite properly so in view of the variety of objectives to be attained. 
To illustrate, FDA must now resort to the courts to enforce the 
statutory prohibitions against the introduction in interstate commerce 
of adultrated or misbr anding foods, drugs, devices, or cosmetics, and 
the defendant is permitted to make his Selene in court. No admin- 
istrative hearing is required. On the other hand, the Secretary is 
authorized to promulgate regulations for the efficient enforcement 
of the act, for prescribing certain tolerances and exemptions, and for 
a variety of other purposes, in each case after an administrative hear- 
ing. Since these regulations are of general application the admin- 
istrative hearings procedure is no doubt appropriate, but it does not 
follow that the same procedure would be appropriate or necessary to 
determine whether or not a particular food additive is safe, with the 
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proponent lined up on one side of the case and the FDA on the other, 
and with FDA acting also in the role of judge. 

The Secretary is also authorized to issue orders or promulgate 
regulations in effect permitting or denying the use of certain specified 
drugs and certain new drugs, or establishing tolerances for pesticide 
chemicals on raw agricultural commodities, and provision is made 
for administrative hearings in such cases. It will be noted, however, 
that the administrative procedure with respect to drugs differs sub- 
stantially from that prescribed for the control of insecticides, so that 
even in that respect there is presently a lack of uniformity. It there- 
fore becomes apparent that uniformity in FDA procedures would not 
be achieved by prescribing the administrative hearing procedure for 
food additives, Even if it could be achieved, it is submitted that mere 
uniformity in procedures should never be made the basis for a grant 
of judicial or quasi-judicial power to an enforcement agency. 

The question has been raised as to whether the adoption of the 
declaratory judgment procedure would be breaking through the line 
of the usual rule of administrative hearing and appeal to the court of 
appeals under the substantial evidence rule, which is applicable to a 
great many agencies. Laying aside for the moment the question as to 
the advisability of an overhauling of all of the procedure relating to 
hearings before administrative agencies, and concentrating on the dis- 
tinctions, if any, between the situation that would exist here as com- 
pared with the situation that exists in the ordinary type of admin- 
istrative hearing, I would like to point out that here under the pro- 
cedure prescribed for this bill, and each of the bills, the proponent or 
applicant would have submitted fully to the administrative agency all 
of the pretesting data that he has. He is required to do that. He has 
given the agency all of his evidence, and he has already put in his case. 
The agency, calling upon its knowledge in the field, and perhaps on 
some outside experts, has already considered the proponent’s case, and 
it has already considered anything in opposition to the proponent’s 
case, and it has already made a decision. That decision is evidenced 
by the opinion required of the Secretary. 

Now, at the point, to require the proponent to go over the same 
ground, to set up a formal administrative hearing, and send out notices, 
and then require the proponent to come in and put in in a formal record 
the same evidence which he has already submitted to the Secretary and 
which the Secretary has already ruled to be inadequate, would not only 
be a futile procedure, but it would result in the Secretary sitting in 
judgment on his own determination, a position which I think would 
be indefensible for the Secretary, and one that I should think he would 
not like to occupy. 

Now, in the ordinary case of the ordinary agency: Virtually all 
agencies, probably without exception, are authorized to adopt rules 
and regulations—procedural rules of this type—for the orderly and 
efficient enforcement of the act with which they are charged. It is 
perfectly proper in that type of case that they give notice to the world 
of a hearing on a proposed set of regulations which are going to be of 
general application to everyone, and at which hearing all parties in- 
terested or likely to be interested in the future may come in and be 
heard and may put in their views and may put in any testimony they 
desire, and in that type of a hearing the agency does sit in a some- 
what quasi-judicial capacity for the purpose of gathering all of the 





FEDERAL FOOD, DRUG, AND COSMETIC ACT 79 


information the agency can from the public and the people affected 
ne to guide it in the promulgation of an adequate and proper 
rule. 

That is not an adversary proceeding with the administrator on one 
side, and the citizen on the other. 

Another type of agency proceeding where a hearing is appropriate 
might be in a Federal Trade Commission proceeding under the Fed- 
eral Trade Commission Act. All the agency has done in the first in- 
stance there is to make enough of a preliminary investigation to indi- 
cate, let us say, probable cause for the issuance of a complaint. It 
issues a complaint, and then for the first time, the respondent has an 
opportunity to come in and put before the Commission his case, and 
all of his evidence, and the Federal Trade Commission in that case 
subpenas witnesses and records, and puts into that hearing for the 
first time all of the evidence that can be located that bears on the issues 
in that case. 

That is a situation where perhaps there is some ground and some 
reason for an adminisrative hairine where they are sitting and de- 
termining factual questions on the basis of evidence which they get for 
the first time in the hearing. 

Yontrast that with the situation that would exist here, where the 
Secretary has already passed upon all of the evidence, and made a 
decision, as evidenced by his opinion, and then would be authorized 
to sit in review on the validity of his opinion. 

Another situation that often happens before administrative agencies 
is one that may exist in a proceeding such as one before the National 
Labor Relations Board where the agency does occupy a quasi-judicial 
capacity and hears evidence on both sides of a labor dispute with con- 
testants before it—the employer on the one side and an employee or a 
representative of employees on the other side. It hears the conflicting 
evidence and eventually arrives at a determination of the facts. There, 
to, while we may have our own opinions as to the advisability of taking 
from the courts and passing over to the administrative agencies some 
portion of the powers that should be vested in the judiciary, neverthe- 
less in that type of case, there is a position that the agency can occupy 
that is not an anomalous position. It does sit in a quasi-judicial 
capacity. 

is this case, however, the agency really sits in the quasi-judicial 
capacity in the first instance when all of the pretesting data is turned 
over toit. It has made its decision. Then to set up a formal admin- 
istrative hearing would have this effect: It would enable the agency 
by running this through a formal hearing to create a presumption in 
favor of the validity of its own findings of fact. That is just about 
the effect of it. Then you would be faced with the substantial evidence 
rule, and the upper courts would be powerless to look at the record and 
weigh the evidence. 

I was interested yesterday in Judge Biggs’ testimony, and I made 
a few notes. Would it be appropriate for me to make some remarks 
in that connection ? 

The Cuarrman. You may do so if you wish, Mr. Paxton. 

Mr. Paxton. I have to preface these remarks with the general 
observation that I think we would all agree that in our form of gov- 
ernment, a separation of powers is fundamental, that the last bulwark 
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of individual liberty and economic freedoms is an independent judi- 
ciary, and that there is nowhere else that the citizen can go for justice. 
If we merge the functions of any 2 of those departments, and of course 
we have had some merger of those functions in administrative hear- 
ing procedures, a development that I deplore as a practicing lawyer 
of some 30 years’ experience, to that extent we break down our fun- 
damental system of government. 

Judge Biggs said that the courts are not adequate to do the job 
of passing upon questions that would arise under this legislation. 
Well, the only question that would arise under this legislation that 
I can see is not a question of fact as to the nature of the substance, 
or its intended use, since all of those are noncontroversial, and the 
only question is whether the pretesting has been adequate to show it 
to be safe. That is a question which can really only be answered by 
the experts, and of course it would develop into a battle of experts, 
because as indicated yesterday, in Congressman O’Hara’s questions, 
no proponent of an additive would take the case into court if he could 
not find a respectable expert who would support the theory of safety. 

I take it that the converse of that is true, that the Secretary would 
never issue an unfavorable opinion if he had no experts ready and 
willing to testify that the pretesting has not been adequate. So it 
would be a battle of the experts. 

I cannot conceive of a court that is any less adequate to hear the 
testimony of these witnesses, to judge their credibility and their re- 
spective abilities, I cannot imagine a court being less adequate to do 
that than some examiner who might sit on a hearing, or the Secretary 
of a department who himself is not presumably a technician. Who- 
ever sits in judgment on that case must make that judgment on the 
basis of the record, and not on the basis of the technical knowledge 
of the person sitting in judgment. 

We cannot have a hearing examiner, or the head of an agency 
making decisions at that stage of the game in a formal proceeding 
on the basis of what he knows about the subject because we can’t get 
that into the record. So we would have an invalid proceeding right 
off the reel if the decision is made on anything except the record 
itself. Whoever makes the decision, whether it be the examiner, 
whether it be the head of the agency, or whether it be the judge, must 
make that determination on the basis of the evidence. Judges are 
trained in that field. They have constant exposure to the necessity 
of hearing witnesses, conflicting testimony of conflicting witnesses, 
and determining who is right, and where the preponderance is. They 
have more experience in that than a technician in a technical subject, 
who is not a judge by training and experience. Judges hear and 
determine every year, our district judges, just as technical questions 
in patent cases as could ever arise under this legislation, and probably 
more so, because many of these substances are coming before those 
same judges in patent litigation somewhere along the line. Many of 
these additives are patented. Judges are trained in that field. ~ 

I submit that we are more apt to get an informed judicial opinion 
and a sound judicial opinion in the courts than we are in an adminis- 
trative Sone 

I further submit that if the courts are inadequate to do this job be- 
cause of their lack of familiarity with the technical problems in- 
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volved, then the courts are inadequate to review the records on ap- 
peal, to determine whether or not the finding of the agency is sup- 
ported by any substantial evidence. They can’t be adequate for the 
one purpose and inadequate for the other, it seems to me. 

There was a suggestion or a belief expressed by Judge Biggs that 
the declaratory judgment procedure would result in a great deal of 
litigation. I don’t believe it would result in a case a year, and prob- 
ably not a case in 5 years. I don’t believe that any food manufacturer 
who wants to use an additive that has been turned down by the Sec- 
retary on the ground of inadequacy of pretesting is ever going to go 
into court for a trial of that issue unless it is a case where the ad- 
ministrative ruling has obviously been arbitrary and unreasonable. 
1 think he would not have a chance and he would know that, and 
furthermore, I don’t think he would court the unfavorable publicity 
that would emanate from a hearing like that, with the press informed 
by one means or another of what is at issue. 

I don’t think that we have to fear any substantial amount of litiga- 
tion, but I do think it is important when an agency is reviewing this 
scientific data that perhaps hase taken years to accumulate, when it is 
reviewing and passing upon the question of the adequacy of that data 
to show safety—I think it is important in that case that the personnel 
handling that review, and that evaluation, are conscious of the fact 
that what they do may be subject to review in a trial de novo, rather 
than an administrative hearing by their own agency from which there 
is no effective appeal. 

In conclusion, it is my opinion that if the Federal Food, Drug, and 
Cosmetic Act is amended by the passage of this bill, the Food and 
Drug Administration will be enabled to effectively control new ad- 
ditives in foods moving in interstate commerce and to prevent the 
use of any new food additive which has not been adequately pre- 
tested and thereby shown safe for use under the conditions of its 
intended use. 

At present the Food and Drug Administration has no power to 
prevent the use of an additive in food except by sustaining the bur- 
den of proof that the additive is poisonous or deleterious. This bill 
will require all new additives, as well as some of the additives now in 
use, to be adequately pretested and thereby shown safe for use; it 
will require that all of the pretesting data be submitted to FDA; 
and it will give to FDA the power to enforce those requirements. The 
net result will be that for the first time the Food and Drug Admin- 
istration will be invested with the power to effectively prevent the 
use in foods, not only of additives which can be proved unsafe, but 
also of additives which have not been affirmatively shown by scientific 
experimentation and pretesting to be safe. 

hank you very much for your attention. 

The Cuatrman. Let me make this brief observation. I consider you 
to be a very able lawyer, and your testimony has shown or convinced 
me that you are an able attorney, and I certainly have regard for 
your integrity. I was thinking about the battle of experts that you 
mentioned. I am sure that there will sit in that same witness chair 
another attorney or other attorneys that I will regard as very able, 
and as men of integrity, that will take an exactly opposite position 
from you. In other words, this committee is now facing on this pro- 
cedural question a battle of experts. ' 
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We have over here a member of the committee, Mr. Martin Dies, 
whom I consider one of the ablest attorneys of the House, along with 
my colleague from Minnesota, Joe O’Hara, whom I consider also to be 
one of the ablest attorneys in the House of Representatives. Both are 
men of integrity, and they are experts, and they take opposite posi- 
tions on this question. 

As chairman of this committee, who has a reasonably open mind, 
I think, on this question, I am seeking enlightenment from the experts 
on both sides of the question. The only way that the committee can 
ever reach a conclusion is through that procedure. 

I agree with you with regard to one particular that you mentioned 
just a moment ago. I think the great volume of litigation that has 
been predicted if the declaratory procedure should become part of the 
law, has been greatly overemphasized. I think that you stated very 
well logical reasons why it has been greatly overemphasized. As for 
bogging down the courts with a volume of litigation, I do not go very 
far with that opinion. 

You made reference at one point in your earlier statement when 
you departed from your manuscript, to the fact that there is a con- 
siderable difference in procedures between the Food and Drug Act and 
its administration, and those Federal agencies which grant licenses. 

You did not get back to that again, and I just wanted to ask a ques- 
tion on that. Just briefly, and our time, as you know, is running along, 
and we have a heavy schedule, but, for instance, if the Federal Commu- 
nications Commission denies an application for a radio or television 
station license, what in your opinion is the major difference in a court 
procedure or appeal procedure between a case of that sort and cases 
such as we have been mentioning with reference to the Food and Drug 
Act administration ? 

Mr. Paxton. I am sorry, Mr. Chairman, I have had no practice 
under the Federal Communications Act, and I am not familiar with 
those provisions. 

The CuarrMan. Just one further question, and I will not take the 
further time of this committee—this is a question that came to me last 
night, after I went home, and I just wanted some comment on it. 

Let us assume that this legislation that we are now considering be- 
comes law, and let us assume that a manufacturer develops an additive 
and he has tests made and he submits the pretesting data to the Secre- 
tary or to the Food and Drug Administration. Let us assume that 
there is an adverse opinion by the Secretary, and an appeal is taken and 
trial de novo is held. The court, let us assume then, reverses the Secre- 
tary in his opinion. Of course, there might be a further appeal to 
higher courts, but assuming that in the end the Secretary still is re- 
versed and then let us assume that within a year that particular addi- 
tive which was involved in this court proceeding is found to be 
injurious to the consumer. Would that in your opinion, and I am seek- 
ing light on it, in any way hamper the Food and Drug Administration 
in going ahead with their other procedures and in removing it from 
interstate commerce ? 

Mr. Paxton. No, it would not. That is my opinion. In the first 
place, that declaratory judgment is subject to being opened, and it is 
within the control of the court after its entry under the rules of civil 
procedure, because of newly discovered evidence. That would be 
one way to get at it. 
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Another way to get at it would be that the Secretary institute a 
new proceeding to test the safety of the additive and the adequacy 
of its pretesting, based on this newly discovered evidence. Under 
the language of this act, it is worded so that the mere fact that the 
Secretary has for instance issued a favorable opinion does not take 
the burden off the user of that additive at all times to stand ready 
to prove the adequacy of its pretesting and the resulting safety of the 
substance. That burden will always be on him under this act. 

If there is something developed in the way of experimentation, or 
tragedy or anything of that sort, there will always be an opportunity 
for the Food and Drug Administration to go into court in an injunc- 
tion procedure, in a libel proceeding, or to go into the original court 
under your hypothesis, and ask that the judgment be opened up, or 
go into the injunction procedure, and say it is true that they have a 
judgment, but now we know this about it, and this is endangering 
the public health, and we will enjoin it. 

The Cuarrman. I think that is a good answer. There is a question 
in my mind whether they would have two strikes against them 
if the other procedure had been followed, and then it was discovered 
that seizure or other proceedings were necessary. 

Mr. Paxton. I can’t believe that that would be true. 

The Cuarrman. I wanted your opinion on it, because I do consider 
you to be a good lawyer, sir. 

Mr. Paxton. Thank you, sir. 

The Cnatrman. Are there other questions? 

Mr. O’Hara. In other words, following up Mr. Priest’s question, 
Mr. Paxton, the predominant element in this bill of Mr. Priest and the 
similar bill of mine, is that the public welfare is at all times safe- 
guarded by the Food and Drug Administration is that not true? 

Mr. Paxton. That is true. 

Mr. O’Hara. Mr. Paxton, I regret that I was weighted down with 
problems this morning when Mr. Hunter testified and I also missed 
some of your testimony, and I will have to go back and read both 
of these statements. However, is it not true that this effort on the 
part of these industries which are certainly some of the largest in 
the country, is it true that there has been a long-drawn out effort 
to write legislation in the public interest affecting these industries? 

Mr. Paxton. That is true. 

Mr. O’Hara. And it has been, I presume, a very difficult and trying 
thing to prepare legislation which finally meets the approval of these 
diverse interests, is that not true? 

Mr. Paxton. It is difficult, but very interesting and rewarding. 

Mr. O’Hara. And I note some expression was made by Dr. Miller 
yesterday on his part for this so-called advisory council. Could you 
make any comment on that? 

Mr. Paxton. I did not comment on that in my statement, and I did 
not touch on it in my testimony so far. 

Mr. O’Hara. Would you care to comment on it? 

Mr. Paxton. Yes, I have some ideas on it. I think the procedure is 
highly inadvisable, if not unconstitutional. To my mind the referral 
of an issue of this sort to an extralegal group of individuals, no matter 
how good they are in their field, who are accountable to no one except 
to make a report containing recommendations, who may conduct their 
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investigations according to no known standards, who do not have to 
report to anyone, who are not official in any sense, is an erroneous 
approach. Either their recommendations will have an influence on the 
decision of the administrator or they won’t. If they do, then we have 
the situation of the administrator’s decision being based upon the opin- 
ions of private individuals who make recommendations, but the parties 
to the controversy have no opportunity to examine them or question 
them to find out their qualifications and to find out how much time they 
gave the subject, and to find out what they did in order to form the 
opinions which they arrived at. That is why I say I think it is un- 
desirable if not unconstitutional. 

Now that would be the situation if their advice or their recommenda- 
tions are followed. If the administtrator is going to ignore their rec- 
ommendations, then of course all we have done is put the parties 
through the painful process of submitting it to a group of people like 
this, and waiting 90 days or more to see what they are going to say 
about it. 

Now, Dr. Miller said that it worked very well in the pesticide chem- 
ical case. As I understand it, there has been one case, and only one 
case that has come up under that, and as I understood him, and have 
heard from other sources, in that one case the advisory committee 
recommended a certain tolerance for a certain chemical, whereas the 
administrator had been inclined to recommend a lesser tolerance or a 
zero tolerance, whichever it was. But I don’t consider that one case 
establishes a trend, or one swallow makes a summer. I have my 
doubts about how it would work had the shoe been on the other foot, 
and had they recommended no tolerance whatsoever in that case. 

I have a feeling that the proponent of the additive if he had some- 
thing there of value might very well have raised this constitutional 
question that I mentioned. He did not have to there because it hap- 
pened to be that the advisory opinion was with him. 

I think we have enough gymnastics to go through here if we first 
submit all of our pretesting data to the Secretary and give him a chance 
to thoroughly examine it, and call on these same experts if he pleases 
for their opinions, and I think if the matter gets into court, put them 
on the stand where the parties can get to them and find out what they 
know, rather than to have this extra-legal proceeding of calling on a 
group of individuals for an opinion, the basis of which does not appear 
in the record. 

Then of course, there is another problem less fundamental than that. 
I don’t know where you are going to find experts, if we have a lot of 
litigation as they predict, and of course I don’t think they would, but 
suppose we had a lot of litigation in this field? How would we find 
enough first class leading experts in these particular fields who would 
have time to take away from their busy daily duties to sit in judg- 
ment on a whole lot of additives that are going to be submitted to the 
Department? TI rather doubt the practicability of it from that stand- 

oint. 
: Mr. O’Hara. Dr. Miller, I think, testified that there would be an 
appeal from the decision of the so-called advisory committee. I might 
say that I differ with him widely, because there obviously can’t be an 
appeal under the present situation except by the final order of the 
Secretary with reference to that particular thing. 
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Mr. Paxton. But in the intermediary stage, all the proponents of 
the additive could do would be to engage in some shadow boxing, and 
he would be lined up against an opponent that he could not see. 

Mr. O’Hara. You feel it is about as necessary as submitting a court 
case to a sewing circle first to get their advice on it. 

Mr. Paxton. That is a good simile. 

Mr. O’Hara. I have one other question, Mr. Paxton. Let us take 
the appeal procedure, which I think you have very well and very 
cogently explained, and which I think is highly important. We have 
here a situation where you have some additive on which decision is 
needed badly by the industry and by the manufacturer of it. Would 
it not be far more properly tried under the declaratory judgment 
proceedings and disposed of far more quickly than the appellate 
procedure by going just on the record to the Circuit Court of Appeals? 

Mr. Paxton. I feel sure that it would. In the first place, district 
courts in a proceeding of this nature have pretrial procedures, and 
they use them, by which they limit the issues. Then when the evidence 
is offered, it can be admitted only pursuant to established rules of 
evidence, and we don’t get into one of those records of 20,000 pages 
of which possibly a few hundred might be competent. That is, as we 
do in the records in administrative hearings. I think that we would 
get the hearing completed in the district court under a rule or require- 
ment of expedition more quickly than we would ever get the hearing 
completed before the agency. 

For instance, in 1950 or 1951, 1 of those 2 years, the Food and Drug 
Administration inaugurated proceedings to establish definitions and 
standards of identity in the ice-cream field. They are still going on, or 
at least there have been no definitions and standards yet promulgated. 
I think the hearings started in 1951, and they were finished, someone 
told me, on December 31, 1952, and the standards haven’t been issued 
yet. Once they are issued, there is still the problem of taking them 
into the courts if the parties feel that review is indicated. 

Mr. O’Hara. There was some reference to the bread case yesterday, 
which consumed many months of hearings, and it was appealed to the 
circuit court of appeals. In that case, 1 am not familiar with it, but 
I understand that a decision was made by the agency against the use 
of the additive, which was affirmed by the circuit court of appeals; is 
that correct ? 

Mr. Paxton. I understand that that is true, as against one of the 
additives that were in question. 

Mr. O’Hara. I have also heard, and this is more of this hearsay, and 
1 would like to have the record on it, if you are familiar with it, that 
now the situation is that the general usage of the additive has been 
accepted, and it is not supposed to be as bad as it was supposed to be? 
Is that true or not? 

Mr. Paxton. I am sorry I cannot answer that question, Congress- 
man O’Hara. 

Mr. O’Hara. Perhaps someone else can answer that. Thank you. 

The Cratrman. Mr. Roberts. 

Mr. Roserts. Mr. Paxton, after the commendation of the witness 
by the chairman in which I certainly concur, and his selection of 
attorneys on both sides, I am a little bit hesitant to admit that I am a 
member of the legal profession. But admitting to certain hazards 
of this business of questioning an expert, I have only one question. 
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At the bottom of page 9, and I believe continuing to page 11 of your 
testimony, you discuss this question of functional value. 

Now, what about aditives that are designed to replace in whole or 
in part, a food used in food products. For example, take an additive 
in ice cream which replaces butterfat. What would be the situation 
with that type of replacement? 

Mr. Paxton. I am not quite sure that I get the direction of your 
question, but we feel that: it is a question of safety so far as this legis- 
lation is concerned. If you are thinking of the question of deception 
of the consumer, that is another question. Is that the area of your 
question? Our concept of this legislation is that it should deal with 
safety. 

The CuHarrMAN. Will you yield? I would like to ask this question. 
On the question asked by Mr. Roberts, would you consider the example 
that he gave as a functional use of an additive—that is, the replacement 
of butterfat in ice cream by some additive—would that be as func- 
tional use, assuming that it is safe? 

Mr. Paxton. I suppose that that could be broadly described as a 
functional use, yes, sir. 

Mr. Roserts. Now, following that concept of it, I believe that you 
said that in this whole picture the question of functional value is not 
in the picture, and it is not in issue. 

Mr. Paxton. It is not in this bill. 

Mr. Roserts. And this bill would not deal then in your opinion with 
a replacement of an ingredient in a food ? 

Mr. Paxron. Not except insofar as the question of safety might be 
involved. 

Mr. Roserts. I think that answers my question. 

Mr. Sprincer. Mr. Paxton, are you familiar with the rule in the 
case of Aforgan v. Daniels, applicable to patent cases? That is men- 
tioned by Judge Biggs here yesterday. 

Mr. Paxton. I would not like to say that I am. 

Mr. Sprrncer. In effect, patents are practically the only agency that 
has the trial de novo, and that is so set out in Morgan vy. Daniels, 
which is a landmark in patent cases. 

You are seeking the same relief here in your appeal procedure that 
is qeeventees in Morgan v. Daniels, I take it ; is that true? 

r. Paxton. I will have to ask a question, if I may. Isn’t that 
rule applicable as between litigants, private litigants, in which a patent 
is involved ? 

Mr. Sprincer. Yes. 

Mr. Paxton. I see some differences. 

Mr. Sprrncer. There are some differences, but what you are seekin 
fudamentally is the same kind of appeal procedure in that you es | 
like to have a trial de novo, by a United States district court, to 
determine the facts. 

Mr. Paxron. In effect, to review the factfinding that has already 
been made by the agency. 

Mr. Sprincer. Did you ever handle any patent cases? 

Mr. Paxton. No. 

Mr. Springer. As a matter of fact, you know this, though: that 
there is no more technical evidence introduced, in any lawsuit, than 
there is in patent cases. 
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Mr. Paxton. I am sure that that must be true. They deal with 
electronics, and all kinds of technical fields. 

Mr. Sprincer. Now, are you familiar with the Miller Pesticide Act 
of last'year ? 

Mr. Paxton. Generally, yes. 

Mr. Sprincer. Now, they have an advisory committee set up in that 
bill, do they not ? 

Mr. Paxton. Yes. 

Mr. Springer. It is a little different from the advisory committee 
set. up under this bill, isn’t it ? 

Mr. Paxton. It depends on which bill you are looking at here. 
There is none in the bill that I am supporting. 

Mr. Sprincer. It is somewhat different. Now, would you be willing 
to follow the same kind of an advisory committee as set up in that 
bill, and then to have a declaratory judgment procedure followed ? 

Mr. Pax'ron. I would object to it. 

Mr. Springer. You would object to the advisory committee or the 
declaratory judgment ? 

Mr. Paxton. To the advisory committee. 

Mr. Sprincer. Why is that? 

Mr. Paxton. Because of the influence it may have upon the de- 
termination first made by the Secretary, an influence that does not 
depend upon what appears in the record, but what a variety of inde- 
pendent men may happen to think about something, men who are not 
responsible or are not required to discharge any given duties in this 
connection and they are not charged with anything. They are invited 
volunteers, I take it. 

Mr. Srrincer. Do you think that there is a substantial difference 
between the rules which should be applicable to pesticides and the rule 
that should be applicable to additives? 

Mr. Paxton. Not necessarily; no. I think it was . mistake there, 
and I don’t think that there is any reason to perpetuate that mistake. 

Mr. Sprincer. Do you believe the committee in the Miller pesticide 
bill was superfluous? Is that your thinking? 

Mr. Paxton. I think it is dangerous. I think it is a form of extra- 
legal procedure that we should not have. We should not have it in 
legislation or this type of case. 

Mr. Springer. Let me ask you, in the Miller pesticide bill, the Sec- 
retary ultimately had to make the decision, didn’t he? 

Mr. Paxton. Yes. 

Mr. Sprincer. But your feeling was that he was too much in- 
fluenced by this extraneous advisory committee, or that there was 
danger that he would be influenced by it? 

Mr. Paxton. That is just the point. My feeling is that there is 
danger, that the Secretary will be influenced by the advice of this 
particular committee which is not acting pursuant to any obligation 
or duty placed on them by the law, accept this invitation to serve, and 
that they will act or they may act without any opportunity on the 
part of the proponent of the additive to subject them to cross-exami- 
nation, and find out what they know about: the subject, and what they 
have done to arrive at the recommendations they are making. 

Mr. Sprincer. Were you present at any of the hearings on the 
Miller pesticide bill? 

Mr. Paxton. I was not. 
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Mr. Springer. What would be the difference in the procedure 
adopted in the Miller pesticide bill that differentiates from the pro- 
cedure followed in this one? 

Mr. Paxton. By this bill, you mean the bill I am supporting? 

Foor SprinceR. And would you comment on the oe tt of proof, 
also { 

Mr. Paxton. That is H. R. 8275. Under the pesticide amendment, 
my recollection of it generally is that the proponent submits an appli- 
cation to the Secretary containing information as to the name and 
identity of the particular chemical involved. The application sets 
forth proposed tolerances for the chemical, samples are submitted, and 
then as I remember it, there is a requirement there that the Secretary 
of Agriculture certify as to the usefulness of the product. Then after 
giving consideration to the material submitted to him, the Secretary 
of Health, Education, and Welfare is required to issue a regulation 
establishing tolerances for the chemical, or exempting it from toler- 
ances if he finds that no tolerances need be prescribed. 

The person filing the petition may within the 90-day period within 
which the Secretary is authorized to act request that the matter be 
referred to an advisory committee. 

I just don’t recall at this moment whether the Secretary may refer 
it to an advisory committee on his own motion or not. 

Mr. Springer. Where is the proof? That is the point I am trying 
to get at. Where is the burden of proof? 

Mr. Paxron. Well, the burden of proof of course to start with, the 
burden of convincing the Secretary that the substance is safe within 
certain tolerances, would be on the proponent of the substance. 

Mr. Sprincer. Under the Miller pesticide bill, on the proponents / 

Mr. Paxton. I should think so. 

Mr. Springer. Isn’t it so within a certain number of days that the 
Secretary must say “Yes” or “No,” under the pesticide bill? 

Mr. Paxton. Yes. 

Mr. Springer. Now, what is the burden of proof here? Is it the 
same ? 

Mr. Paxton. You see, under the Miller pesticide bill, as I recall it, 
the applicant must give a suggested tolerance. That is part of the 
application. I am not certain, now, whether that becomes effective 
under the bill within a certain time if he does not act or not. I am 
rather inclined to think that is the new drug section of the act, rather 
than this. 

Mr. Springer. You think there is no difference in the burden of 
proof in the pesticide bill than in the present bill? 

Mr. Paxton. I think regardless of the procedure or mechanical pro- 
cedures, the burden of proof is on the proponent of the chemical addi- 
tive to be used in food, as it mal be with respect to pesticide 
chemicals. 

Mr. Sprincer. Now, I want to come to this point: Yesterday Judge 
Biggs, as I recall—were you here when he testified ? 

Mr. Paxton. I was. 

Mr. Springer. You will recall his statement in answer to a question 
I submitted to him, that he took on the entire record to determine 
whether or not the Secretary had made the right decision. 
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Now, do you think on the basis of what Judge Biggs said yesterday 
that he must find a preponderance of the evidence based on the whole 
record in favor of the Secretary before he can say “No”? 

Mr. Paxton. I understood that he gave that answer to you at your 
request. 

Mr. Sprtncer. Do you recall, and I just read the record a moment 
ago, he said, “I do not mean the greater weight or the preponderance 
of the evidence,” which is the normal civil case, as you well know. 
Now, what is your thinking about the duty of the United States Cir- 
cuit Court of Appeals under those circumstances ? 

Mr. Paxton. Well, I think the last pronouncement that is authorita- 
tive is that of the Supreme Court in the Universal Camera case. 

Mr. Sprincer. What did they say in that case? 

Mr. Paxton. I have not quite yet been able to figure it out. I am 
not trying to be facetious. 

Mr. Sprincer. Did they use the words there that there must be or 
that the finding based on the entire record there must be substantial 
evidence that the Secretary has made the right decision ? 

Mr. Paxton. That they said. 

Mr. Springer. Did they decide what they mean, that there must be 
substantial evidence, and have they defined what substantial evidence 
means ? 

Mr. Paxton. On the contrary, they said it is not susceptible of defi- 
nition, as I read the opinion, and they said that it does not mean a 
preponderance of the evidence, but it means that it must be substantial 
after considering all of the evidence in the record, that which is 
against as well as that which is in favor, but that it need not be a pre- 
ponderance. It is something less than a preponderance under that 
decision, and the court itself confessed its inability to define it. It 
is one of the reasons why I can’t answer it. 

Mr. Sprincer. Now, I come to this point which I think is the crux 
of the case. Do you believe that if in this act we specified that the 
finding of the court must be by a greater weight or a preponderance of 
the evidence as in all civil cases, would that satisfy you? 

Mr. Paxton. Not quite. 

Mr. Sprincer. What is your objection to that finding? 

Mr. Paxton. Because the proceeding is conducted before a presid- 
ing officer who is not trained in the law, and not trained in the admis- 
sion and rejection of evidence, or the determination of what is relevant 
and what is material, and what is competent, with the result that a 
record from an administrative hearing procedure is something less 
than what might or should be desired. Everything is in it without too 
much discrimination, and I don’t know how much weight is afforded 
to the incompetent and irrelevant portions of that record, by the un- 
trained examiner or presiding officer who sits in judgment on it. 

Mr. Srrinacer. Let me come to this appeal, and I want to ask you 
about the appeal procedure. You will recall my question, and I wish 
I had that record before me. I would read it to you. But I asked 
Judge Biggs, on the question of evidence, you strike out those portions 
that are not relevant or material or cannot be admitted into evidence 
under the rules of evidence. Do you recall that question? And he 
said, “We do.” 
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Then I said: 


The only thing you do not have before you is the witness himself and the ability 
to say whether or not the witness is telling the truth, and whether in addition 
to om he really is qualified, even if his qualifications are already stated in the 
record, 

Mr. Paxton. I remember that. 

Mr. Sprinoer. Then that is all he does not have before him, if 
that is true. 

Mr. Paxton. Well, of course, that is one thing. 

Mr. Springer. I just come to your point, and you say a man not 
trained in the rules of evidence, and I asked Judge Biggs that 
question, and he said, “We do strike out all the irrelevant testimony,” 
and therefore he has the record before him. I think that is the way 
an appeals judge ought to do if he takes an administrative hearing. 
But the question that disturbs me, and I could not get it out of him, 
that he was following the general rule in civil cases, that there must 
be the greater weight or preponderance of the evidence in favor of 
the Secretary when he makes that decision. 

Mr. Paxron. That isn’t the rule as I understand the rule. 

Mr. Sprincer. That is what disturbed me when he said that. 

Mr. Paxton. I understood him to say that that was the rule, or 
I understood him to sa 

Mr. Sprincer. I did ask about preponderance later on, and he 
answered the question. He may have misunderstood me. His answer 
to my first question was it was not the greater preponderance, and I 
asked him again, and he said, “Yes,” 3 or 4 questions later. But 
the part that bothered me was that he was not judging this as an 
ordinary civil case would be judged, which is a greater weight or 
preponderance of the evidence, and so therefore the question of 
proof is greatly modified in the administrative proceeding which is 
appealed to the circuit court of appeals over what it would be if it 
was already heard in the United States Circuit Court, and it was 
taken to that appeals court on an appeal. 

Mr. Paxton. There is a vast difference. 

Mr. Sprincer. The rule which he follows on the question of weight 
of the evidence is considerably different in an administrative case 
from what it would be if the case was heard de novo. That was the 
part that bothered me yesterday when he was talking about it. 

That is all, Mr. Chairman. Do you want to comment on it any 
further ? 

Mr. Paxton. One of your questions was whether I would have 
any objection to the administrative hearing if the Congress established 
the preponderance-of-evidence rule, and did I sufficiently answer that 
question ? 

Mr. Springer. Yes, I think that you did. 

Mr. Paxton. That is a different one than the other one. 

Mr. Sprincer. That is all, Mr. Chairman. 

(Mr. Paxton later submitted the following supplemental state- 
ment :) 





SUPPLEMENTAL STATEMENT OF GLENN G. PAXTON ON H. R. 8275 anp H. R. 8271 
AND OTHER BILLs 


Mr. Chairman and members of the committee, I am the same Glenn G. Paxton 
who testified orally before the committee on February 1, 1956, on behalf of the 
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following food industry organizations: American Bakers’ Association, American 
Institute of Baking, American Meat Institute, Dairy Industry Committee, Mill- 
ers’ National Federation. 

For convenience I shall refer to H. R. 8275 and H. R. 8271, respectively, as 
the Priest-O' Hara bills. 

On the basic question involved in this legislation, i. e., whether there is need 
for it, all parties agree. It is a remarkable fact that the numerous industries 
most vitally affected are supporting legislation which will subject their members 
to complex and expensive governmental regulation and will impose severe penal- 
ties for falure to compiy. 

The most important fundamental issue in controversy before the committee 
is whether in this broad area of important legislation an administrative agency 
shall be vested with judicial powers which constitutionally are vested in the 
courts. The need for the legislation being admitted, it would indeed be regret- 
table if the gains to be realized therefrom can be realized only at the expense 
of further inroads on the constitutional doctrine of separation of powers. 


UNWARRANTED CONFUSION 


The fundamental issue has been beclouded by the injection of a number of 
contentious und objections of relative unimportance and unifurm unsvundness, 
which I| shall first discuss. 


The “burden” of filing suits 


It has been argued by the Food and Drug Administration that under the 
Priest-UO’Hara bills FDA would as a practical matter have to initiate and prose- 
cute a suit in every case in which the Secretary issues an opinion that an addi- 
tive has not been adequately pretested to show its safety; and a great deal of 
the time of the committee and the witnesses was taken by this argument. 

Even if the bills were to be enacted in the exact form introduced, the argu- 
ment is unsound. The bills provide that the additive can in no event be used 
within a period of 60 days after an unfavorable opilion by the Secretary, and 
further, that if a suit is instituted, the additive cannot be used until a final 
determination of the suit in favor of the proponent. After the expiration of the 
60-day period without the filing of a suit, the proponent can use the additive only 
at his peril. If he should use it FDA can immediately institute proceedings at 
any time, whether days, months, or years after the unfavorable opinion, and 
these proceedings can be by declaratory judgment action or by an injunction suit 
or by libel and condemnation. Similarly, the Department of Justice could prose- 
cute criminally at any time after such use. It is absurd to assume that any 
appreciable number of manufacturers would use an additive carrying the stamp 
of disapproval of FDA without first obtaining a court judgment establishing 
its safety, or that FDA would be so impractical as to institute a suit without 
eT cause to believe that the proponent is using or intends to use the 
additive. 

However, this alleged objection can be effectively disposed of by the com- 
mittee, and could have been eliminated as a supposed controversial issue 
by FDA, by the adoption of a simple change in the Priest-O’Hara bills which 
j stated in my testimony would be acceptable to the food industries for which 
I speak, and which was also recommended by Mr. Gillett, testifying for the 
Manufacturing Chemists’ Association, Inc., and by Mr. Dunn, testifying for 
Grocery Manufacturers of America. The change would consist of an added 
provision to the effect that after an unfavorable opinion by the Secretary the 
proponent may not use the additive without first giving to the Secretary 
at least 30 days notice of intended use, which would enable the Secretary 
to institute any type of legal action which he deems advisable before the use 


occurs. 

This would effectively dispose of the contention that FDA would not know 
whether a manufacturer intends to use the additive after an unfavorable 
opinion and would therefore have to file a suit in every case in order to 
prevent the introduction of the additive in interstate commerce. 

This suggestion of prior notice of intended use was made by various industry 
witnesses on February 1, 2, and 3 in the presence of FDA representatives, 
yet almost 2 weeks later FDA witnesses took the stand, ignored the sugges- 
tion, and argued the case as if it had not been made. Much time was spent 
aud much confusion resulted, all of which could and should have been 
avoided. 
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The question of “scientific judgment” 

In his report to this committee dated February 1, 1956, the Secretary of 
Health, Education, and Welfare based the preference of the Food and Drug 
Adniinistration for the administrative hearing procedure in part on the ground 
that “the courts would be required to exercise a difficult scientific * * * judg- 
ment” which they are not equipped to exercise. Much has been made of this 
argument by witnesses who support the views of the Food and Drug Adminis- 
tration, but the argument, which at first glance may seem logical, upon analysis 
proves to be unsound. 

It should be borne in mind that the scientific judgment of the staff of the 
Food and Drug Administration would be exercised in the first instance in 
reviewing the pretesting data submitted and in determining whether to issue 
a favorable or an unfavorable opinion. As demonstrated in my original testi- 
mony, this opinion of the Secretary would prevail, unchallenged in any kind 
of hearing, in all but a negligible number of cases. It is only when the manu- 
facturer is so sure of his ground that he feels it imperative to appeal from 
this initial decision that any formal hearing of any kind would be had, and it 
is only at that point that the question of administrative hearing versus court 
proceeding comes into existence. 

Under the administrative hearing procedure, the Secretary would first pro- 
mulgate a regulation respecting an additive, after which, upon objection by 
an interested party, a formal administrative hearing, similar to a trial, would 
be conducted by the Secretary, on the basis of which the Secretary would issue 
detailed findings of fact and a formal order. Court review would be by appeal 
to the court of appeals and the Secretary’s findings of fact would be binding 
on the court if supported by “substantial” evidence. 

The question naturally arises: What scientific judgment would a court be 
required to exercise in a declaratory judgment proceeding which the Secre- 
tary would not be required to exercise in an administrative hearing? The 
answer is “None”. , 

The next question is: What scientific or professional training does the Sec- 
retary of Health, Education, and Welfare possess—bearing in mind that he is 
not required to be either a scientist or a lawyer—which makes him better quali- 
fied to determine credibility of witnesses and weigh evidence than a judge 
trained and experienced in such matters? The answer is “None.” 

However, the Assistant General Counsel for the Department of Health, Edu- 
eation, and Welfare, in response to questions of this nature, testified orally 
that the Secretary would not actually make the decision, but, instead, that it 
would be made by the staff of the Food and Drug Administration. If this is 
true, then the administrative hearing which FDA recommends would not give 
the mannfactrrer a fair trial. 

The situation would differ from that in the customary administrative hearing. 
Here the staff of FDA prior to the hearing would have reviewed all of the pre- 
testing data on the additive, on the basis of which the Secretary would thereto- 
fore have issued and unfavorable opinion. It is not to be expected that these 
same staff members would or could then cast out their own personal views, 
disregard their own opinions, and impartially weigh the evidence introduced 
in a formal administrative hearing and reach a just and impartial decision on 
the record. 

Whether the issues be tried before a court or before the Secretary, the law 
requires that the decision be made on the evidence in the record. Independent, 
impartial judges, trained in making such decisions and subservient to no master 
but the law, are best qualified for the purpose. The issues would be no more 
technical nor complex than in many other cases coming before them; and they 
would approach the subject without prejudice or prejudgment. 

Moreover, under the administrative hearing procedure, if court review is had 
the court of appeals must still review the record to determine whether the ad- 
ministrative decision is supported by substantial evidence. To make this deter- 
mination the appellate judges must work from the record alone, with no oppor- 
tunity, such as the trial judge would have, to see and hear the witnesses and 
obtain explanations of any technical matter upon which further light is desired. 
If the judges of the court of appeals can make such determination from a cold 
record—and unless they can do so an appeal is futile and the right of appeal is 
meaningless—then certainly a trial judge can make it in the first instance. 

The industries affected deem it vitally important, in order to guard against 
an unreasonable or arbitrary opinion by the agency or the adequacy of the pre- 
testing data submitted, that the issues may be tried initially in an impartial 
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court, under time-tested rules governing the admissibility of evidence, instead of 
before the agency itself where the decision would admittedly be made on the 
basis of recommendations of the very members of the staff whose opinion is 
under attack. 

The importance of an initial trial before an impartial tribunal is manifest, 
The presumptions in favor of the initial decision, whether rendered by an ad- 
ministrative agency or a court, and whether under the “substantial” evidence 
rule or the more equitable “preponderance” rule, are great. The chances of 
reversing an administrative decision, even though against the weight of the evi- 
dence, are slight. To quote Congressman Miller, the appellant has about “two 
and one-half strikes” on him. Mr. Austern in his testimony very convincingly 
described the force of the “momentum” favoring an administrative decision, 
whetber or not justified by the record. 

It is therefore of tremendous importance that the initial hearing be had in an 
impartial tribunal. It is not only important at that stage and at all subsequent 
stages, but its importance reaches back to the agency’s review of the pretesting 
data, where the knowledge that the soundness of the agency’s action can be 
initially tested in the courts will tend to promote a due regard to the rights of 
all parties. It is for these reasons that I stated orally, in response to Repre- 
sentative Springer’s question, that adopting the administrative hearing procedure 
but substituting the “preponderance” of evidence rule for the “substantial” evi- 
dence rule would not furnish a satisfactory solution. 


Burden of proof 

In the hearings the question of burden of proof in a declaratory judgment pro- 
ceeding was raised, and it is evident that some of the witnesses failed to distin- 
guish between the burden of proof and the burden of going forward with the 
evidence. 

Under section 409 (a) (1) of the Priest-O’Hara bill the manufacturer may 
not use a new food additive unless “such additive has been adequately pretested 
and thereby shown safe for use under the conditions of its intended use.” He 
must always stand ready to prove that his additive meets that test, whether or 
not he once had a favorable opinion from the Secretary or a favorable court 
judgment. If after a favorable opinion or judgment newly discovered evidence 
or newly discovered testing techniques should demonstrate the unsafety of the 
additive, then obviously the prior pretesting was inadequate, the statutory test 
would not be met, and the continued use of the additive would be illegal and 
could be restrained. 

It would make no real difference whether the manufacturer or FDA appears 
as the formal plaintiff in a declaratory judgment action. It is perhaps true 
that the party filing the suit would have the burden in the first instance of 
going forward with the evidence—that is, playing the traditional role of plain- 
tiff to the extent necessary to make a prima facie case—but the burden of proving 
the adequacy of the pretesting to show the safety of the additive would always 
remain on the manufacturer. As a matter of actual practice, it is quite the 
customary thing in declaratory judgment proceedings for the court to disregard 
the formal alinement of the parties as plaintiffs or defendants and to place the 
burden of going forward with the evidence as well as the burden of proof where 
the court feels they traditionally belong. 

In view of the tremendous strategic advantage enjoyed by the Food and Drug 
Administration in any litigation in which it charges a manufacturer with the 
sale of food which is or may be harmful to the public health, it is difficult to 
develop any justifiable fear on the question of burden of proof. 


Constitutionality 

Counsel for the Food and Drug Administration has questioned the consti- 
tutionality of the declaratory judgment provisions of the Priest-O’Hara bills. 
He cited only one case,’ which he stated is “the case nearest in point,” and it 
can safely be assumed that he could find no better support for his extraordinary 
conclusion. This case on analysis is not authority for the theory of uncon- 
stitutionality but rather supports the constitutionality of the declaratory judg- 
ment provisions of the Priest-O’Hara bills. In this case the plaintiff asked 
the Food and Drug Administration for an advance expression of opinion as to 
the legality of an interstate shipment of white poppy seeds to which it proposed 
to add a certain coloring material. The Commissioner of Food and Drugs 


1 Heleo Products Co. v. Federal Security Administrator (137 F. 2d 681). 
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advised that in the opinion of the Food and Drug Administration such an 
artificially colored product would be adulterated. Thereupon the plaintiff re- 
quested an opinion from the Attorney General of the United States, who declined 
to give him an opinion on the ground that he was authorized by law to give 
opinions only to the President and to the heads of executive departments. On 
that set of facts the plaintiff filed a suit for declaratory judgment and asked 
that the court determine whether the proposed interstate shipment would violate 
the Federal Food, Drug, and Cosmetic Act. The court held that there was not 
a justiciable controversy and dismissed the suit. 

The case distinguishes itself. The opinion expressed by the Commissioner 
of Food and Drugs was not given pursuant to any requirement of law, nor did it 
have any legal consequences or in any manner affect the plaintiff’s legal rights. 
By way of contrast, under the Priest-O’Hara bills there would be a statutory re- 
quirement for the submission of pretesting data, the Secretary would be required 
by law to issue an opinion, and the issuance of an unfavorable opinion would have 
the legal effect of prohibiting the use of the additive for a specified period of time. 
In the Helco case the court based the decision on the important distinguishing 
fact that the advisory opinion of the Commissioner was not rendered pursuant 
to any requirement placed by law on the Commissioner. A reading of the case 
indicates that a contrary decision would have been reached had the Commission- 
er’s opinion been issued pursuant to a mandatory statutory requirement with 
resulting legal consequences rather than as a mere advisory opinion gratuitously 
given, with no legal consequences in its wake. 

Under the Priest-O’Hara bills an unfavorable opinion by the Secretary would 
clearly create a “justiciable controversy” and the courts would take jurisdiction.’ 

In this connection I wish to comment on the suggestion made by some wit- 
nesses that the provision in section 409 (d) of the Priest-O’Hara bills, to the 
effect that if the Secretary shall fail to issue an opinion within the time prescribed 
by the act he shall be deemed to have issued an unfavorable cpinion, should be 
eliminated. This provision was inserted to make certain that if the Secretary 
should fail to discharge his statutory duty of issuing an opinion a “justiciable 
controversy” would nevertheless result from the legal consequences of his nonac- 
tion. I urge that this provision be retained. 


The “jury” question 

It has been suggested or implied that the declaratory judgment procedure under 
the Priest-O'Hara bills might entitle the proponent of an additive to a jury trial, 
and this has added to the confusion. The contention is unsound. The seventh 
amendment to the Constitution of the United States is as follows: 

“In Suits at common law, where the value in controversy shall exceed twenty 
dollars, the right of trial by jury shall be preserved, and no fact tried by a jury, 
shall be otherwise reexamined in any Court of the United States, than according 
to the rules of the common law.” 

The courts have consistently held that since the seventh amendment deals only 
with suits at common law it has no application to suits in equity or in admiralty 
or to statutory remedies.* In declaratory judgment proceedings it has been con- 
sistently held by the courts that if a common-law issue is involved the parties may 
have that issue tried by a jury, but if any other type of issue is involved, such as 
an admiralty issue, an equity issue or a statutory issue, there is no right to trial 
by jury.‘ 

The issue under the Priest-O’Hara bills will be whether or not the additive 
has been adequately pretested and thereby shown safe for use, which is about as 
far removed from any issue in any common-law action known to English or Amer- 
ican jurisprudence as it would be possible to find. The action would be a statutory 
action and the issue a statutory issue, and neither party would have a right to trial 
by jury. 

Moreover, if the issue were one in which the right to trial by jury is assured 
by the seventh amendment (which it is not) then the administrative hearing 
procedure, strenuously urged upon the committee by FDA, would be violative of 


2 Aetna Life Ins. Co. v. Haworth, 300 U. 8. 227; 81 L. ed. 617; Belo v. Street, 35 F. 
Supp. 430; e Wing Hong v. Dulles, 214 F. 2d 753 ; Wallace v. Curtin, 95 F. 2d 856 
Affd. 306 U. S. 1); Farmer vy. United Elec., Radio 4 Machine Workers, 211 F. 2d 36 
cert. den, 347 U. S. 943) ; Koepke v. Fontecchio, 177 F. 2d 125; Sunshine Mining Co. v. 


arver, 41 F. Supp. 60. 
®Moore’s Federal Practice, vol. 5, sec. 38.08, 38.11, et seq. Chin Fook v. McGrath, 


(92 F. Supp. 614). See Note 4. 
4 Bereslavsky v. Kloep (162 F. 2d 862 (cert. den., 332 U. 8. 816)) ; Pacific Indemnity Co. 


v. McDonald (107 F. 2d 446); 18 A. L. R. 2d 778, at pp. 782 et seq., and cases cited. 
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the rights guaranteed by the seventh amendment and therefore unconstitutional, 
since the issue would be the same issue as under the Priest-O’Hara bills, viz, 
whether the required pretesting of the proposed additive has shown it to be safe 
for use under the conditions of its intended use. 


Res judicata 


During the hearings the question arose as to whether a finding of safety in a 
declaratory judgment action would prejudice the rights of a third person in a later 
suit against the manufacturer for alleged injuries resulting from the presence of 
the additive in food ingested by such third person. I believe this question was 
fairly well answered during the hearings, but in any event it may be stated 
unequivocally that the doctrine of res judicata is never applied in a subsequent 
suit unless the parties are the same, and then only if the same issues are 
involved. 

I should perhaps add that a finding of safety of an additive made in a formal 
administrative hearing would raise the same question, and would, of course, 
result in the same answer. 

FUNCTIONAL VALUE 


In my oral testimony before the committee I discussed the proposal of Food 
and Drug Administration that “functional value” be made one of the criteria to 
be considered by the Secretary in determining whether an additive should be 
approved. I respectfully refer the committee to my testimony in that connec- 
tion, which I shall not repeat here, except to say again that the purpose of 
this legislation is to insure safety in foouds—not to put the Government in the 
business of regulating the personal tastes and the likes and dislikes uf the con- 
suming public. 

The industries for which I speak strongly oppose a grant to the Food and 
Drug Administration of the power to disapprove a proposed additive because in 
its opinion the additive would not have “functional value.” 


FEES 


The Food and Drug Administration recommends that the legislation give to 
the Secretary the power to require the proponent of an additive to pay fees as 
a condition precedent to reviewing the pretesting data submitted, and recom- 
mends that such fee provisions be patterned after the pesticide amendment. 
Under the pesticide amendment the Secretary is authorized to require the pay- 
ment of such fees as will in the aggregate, in the judgment of the Secretary, be 
sufficient over a reasonable term to provide, eyuip and maintain an adequate 
service for the performance of the Secretary’s functions under the amendment. 
This is an amazing grant of power. 

I cannot too strongly emphasize the fact that the industries for which I speak 
are unalterably opposed to the imposition of this special levy on industry, regard- 
less of whether the fees collected are retained by FDA or paid over tu the Treas- 
ury of the United States. 

In this connection I should like to point out as a matter of record that these 
industries have consistently supported all reasonable proposals for increased 
appropriations for the Food and Drug Administration, and will continue such 
support, provided, of course, that control over such appropriations remains 
in Congress. 


“GRANDFATHER” CLAUSE 


The Priest-O’Hara bills exclude from the definition of “new food additive” 
any substance to the extent to which prior to January 1, 1956, it was approved 
or authorized for use in food by a Federal agency or official under any applicable 
law or regulation. In my testimony I gave as an example a substance approved 
by the Meat Inspection Branch of the United States Department of Agriculture. 
I also stated that if it is feared that this exception is too broad, the words 
“for general consumption” could be inserted after the word “use” in line 9 on 
page 2 of H. R. 8275, which would limit the exception to substances approved 
by agencies having responsibility for the public health, but would give con- 
tinuing recognition to the regulations and rulings of the Meat Inspection Branch 
of the United States Department of Agriculture. In oral testimony the Com- 
missioner of Food and Drugs agreed that there should be an exception in 
favor of substances authorized or approved for use in meats by the Meat 
Inspection Branch. Assuming that there is no other agency with such respon- 
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sibilities (except the Food and Drug Administration), the industries for which 

I speak would have no objection to the rephrasing of this particular exception 

= a limit the same to substances so approved by the Meat Inspection 
ranch. 

In order that the record may show a sound basis for the exception of sub- 
stances approved by the Meat Inspection Branch of the Department of Agri- 
culture, I wish to direct attention to the following facts: 

Section 902 (b) of the Federal Food, Drug, and Cosmetic Act exempts from 
the provisions of said act meats and meat food products “to the extent of the 
application or the extension thereto of the Meat Inspection Act.” The pro- 
posed exception in the Priest-O’Hara bills for substances approved by the Meat 
Inspection Branch of the United States Department of Agriculture would make 
certain that this exemption is continued in force. 

The present Meat Inspection Act, adopted in 1907, provides (secs. 71 and 74, 
ch. 4, title 21, U. 8S. C. A.) that “for the purpose of preventing the use in inter- 
state and foreign commerce of meat and meat food products which are unsound, 
unhealthful, unwholesome, or otherwise unfit for human food” the Secretary of 
Agriculture shall cause all meat food products to be inspected, to label as 
“Inspected and passed” all such products found to be “sound, healthful, and 
wholesome, and which contain no dyes, chemicals, preservatives, or ingredients 
which render such meat, or meat food products unsound, unhealthful, unwhole- 
some, or unfit for human food,” and to label as ‘Inspected and condemned” and 
to cause to be destroyed for food purposes all such products found to be other- 
wise. [Emphasis supplied.] 

Somewhat similar authority for the inspection of certain meat products was 
provided by earlier legislation, commencing with the Meat Inspection Act of 
1890. For approximately 65 years the Department of Agriculture has had 
experience in inspecting meat and meat food products and controlling additives 
thereto, all in the interests of the public health. The budget of the Meat Inspec- 
tion Branch of U. 8. D. A. for the last fiscal year was $14,325,000. It has on 
its payroll approximately 680 veterinarians, 2,325 meat inspectors, and a staff 
of laboratory employees. 


Trade correspondence 


It was also developed in the testimony of the Commissioner of Food and 
Drugs that an exemption should be provided for substances approved by FDA 
in so-called trade letters or trade correspondence. As I construe the language 
of the Priest-O’Hara bills, as well as that of the other bills before the committee, 
it is doubtful that such an exemption is provided, and I therefore recommend 
the addition of such language in the definition of “new food additive” as is 
necessary for the purpose. 


PROPOSED EXTENSION OF COVERAGE 


The Food and Drug Administration has recommended that the pretesting 
requirements and procedures be made clearly applicable to radioactive sub- 
stances that might be introduced into food, to new substances formed in food, 
or to changes in food resulting from radiation, and also to substances in animal 
feed which may affect the health of the animal, the flesh of the animal, or the 
products of the animal, such as eggs or milk. 

If there is possible danger to the public health from any of those sources, 
we agree with the Food and Drug Administration that adequate legislation on 
these subjects is desirable. The question in our minds is whether enough 
scientific knowledge on these subjects has been acquired to enable appropriate 
legislation to be drafted at this time without unduly delaying the principal 
legislation under consideration. It is submitted that the passage of this legis- 
lation should not be postponed while any needed study of the problems involved 
in these additional subjects is being completed. 


CONCLUSION 


The Priest-O’Hara bills would require every new additive used in food to 
be adequately pretested by the user to prove its safety, and would vest in FDA 
a vast amount of new regulatory power. The only important difference be- 
tween those bills and the kind of law advocated by FDA is as to the forum to 
which the manufacturer may go for the determination of his rights after FDA 
has ruled against him, The manufacturer asks for an impartial court. FDA 
asks for the power to review its own decisions. 
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Although the Food and Drug Administration is firm in the view that legis- 
lation requiring pretesting of food additives is necessary for the protection of 
the public health, witnesses for FDA made the astounding statement in these 
hearings that FDA would prefer no legislation at all to a bill which would 
embody the declaratory judgment procedure. 

It is sone for plain speaking. Certain fundamental truths should be often 
repeated. 

Ours is a constitutional democracy. All governmental powers derive from 
the people. Our Government is founded on the doctrine of separation of powers— 
a legislative branch, responsible to the people, to enact laws; an executive branch, 
responsible to the people, to administer the laws; and a judicial branch, respon- 
sible to the people, to interpret and uphold the laws and to protect the rights 
and liberties of the people. 

The executive departments of our Government and all their agencies and bu- 
reaus, created and supported by the people, should be the servants and not the 
masters of the people. They may recommend to Congress the passage of legis- 
lation, but the issuance of an ultimatum as to what form the legislation may 
take is beyond the scope of their constitutional functions. And to the extent 
that an administrative agency is given the power, which under the Constitution 
belongs to the courts, to judge its own actions, to that extent we have abandoned 
the constitutional doctrine of separation of powers. 

It would be unfortunate if the opposition of an administrative agency to the 
fundamental right of citizens to resort to the courts for the protection of their 
rights under laws administered by the agency—if insistence by the agency upon 
the power not only to enforce legislation but also to sit in judgment on the 
legality and validity of its enforcement actions—should result in the defeat 
of legislation admittedly in the public interest. 


The Cuarman. May the Chair announce it is our intention to recess 
and to hold an afternoon session. Of course, the length of that session 
may depend somewhat on the legislation that is before the House this 
afternoon. But we will adjourn until 2 o’clock, and at that time, Mr. 
Gillet, the chairman of the chemicals in foods committee of the Manu- 
facturing Chemists Association, will be the first witness. 

The committee stands in recess until 2 o’clock. 

(Thereupon, at 12:15 o’clock p. m., a recess was taken until 2 p. m., 
the same day.) 

AFTER RECESS 


(At the hour of 2 o’clock, the hearing was recessed by the chairman 
until 3 p.m. The hearing then reconvened at 3 p. m.) 

The Cuatrman. The subcommittee will come to order. 

The Chair regrets that it was necessary to recess the hearing for an 
hour due to the legislative situation on the floor of the House. The 
Chair announced at the conclusion of the morning session that Mr. 
Gillet would be the first witness, but by mutual consent between Mr. 
Gillet and Mr. Austern, of the National Canners Association, Mr. Aus- 
tern will appear as the first witness this afternoon. 

It is the understanding of the Chair that Mr. Austern’s testimony 
will follow rather closely the line of testimony given by Mr. Paxton 
at the conclusion of this morning’s session. 
ane Austern, will you proceed? We will be happy to hear you at 

is time. 


STATEMENT OF H. T. AUSTERN, APPEARING ON BEHALF OF THE 
NATIONAL CANNERS ASSOCIATION, WASHINGTON, D. C. 


Mr. AusrerN. My name is H. T. Austern, and I am appearing on 
behalf of the National Canners Association, which, as the committee 
possibly knows, is a trade association of approximately 800 canners, 
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operating countrywide in some 44 States and accounting for approxi- 
mately 85 percent of the Nation’s production of canned fruits, vege- 
tables, fish, and canned-food specialties. 

I must confess my embarrassment at the outset, Mr. Chairman, at 
being one of these lawyers to whom you graciously referred this 
morning. 

As the directors of the two research laboratories of the association 
stated to the Delaney committee, the problem of untested and possibly 
pas chemical additives is not a major or acute problem with canned 

s. 

First, that is because most canned fruits and vegetables are now 
standardized, and their a have already been scrutinized as 
to wholesomeness. Secondly, it is because the pesticide problem is 
now under control on the raw-materials side under the 1954 Miller 
Pesticide Act, with which the committee is familiar. 

The canning industry has some important interest in the occasional 
suggestions that antibiotics might be used to preserve food, and we 
have considerable interest, and are doing massive research work in 
this problem of radiation from nuclear sources as a means of preserv- 


ing food. 

At the outset, Mr. Chairman, the National Canners Association sup- 
ports the enactment of the Priest and O’Hara bills, H. R. 8271 and 
8275. The canning industry does not support the concept of prior 
licensing, even though it does support pretesting and disclosure to 
the ADA. 

With your permission, I would like, very briefly, to state why and 
to make some additional comments which I trust will be helpful to the 
key issues that have been discussed here this morning. 

Those are perhaps five in number, and they are all interrelated. 
One is the question of coverage insofar as it relates to the grand- 
father clause. The other is another question of coverage suggested 
earlier in the hearing with respect to pesticides. 

The third is this question that was raised this morning by Mr. Dies 
and some others as to what was meant by “utility.” 

Fourth, there is court review, and, fifth, the problem of advisory 
commissions. I would like to touch briefly on each of those. 

On the grandfather clause, I take the liberty of suggesting that the 
committee must remember that under your bill, Mr. Chairman, the 
powers of the FDA under the existing law are not impaired. The 
are not diminished. This bill is additional, and the power of the FDA 
to seize, to aoe and to prosecute is unimpaired. 

Now let us look at a food ingredient that is now being used. That 
is where the grandfather-clause problem comes up. As to any food 
ingredient that is now in use, if there is any future suspicion as to its 
chronic toxicity, we respectfully submit to this committee that the 
Food and Drug Administration, in the first place, can tell the industry. 
As you know, there are countless examples in which this question has 
arisen, and the industry has been informed and, by and large, the 
in ient has been withdrawn pending further testing. 

f there are recalcitrant people, the Food and Drug Administration 
retains its full power to enjoin the shipment of that food under the 
existing provisions of law. 

My second point about the grandfather clause relates to Dr. Miller’s 
proposal in his bill, H. R. 8748, that there ought to be a cutoff date. 
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But as to any food used before that date, where there is a reasonable 
probability of injury to health, then the grandfather clause or the 
cutoff shall not be applicable. 

I have some difficulty, with all due deference, in understanding what 
that means. I share Mr. Paxton’s difficulty about it. As we read 
the Priest and O’Hara bills, they provide that if there is any food 
additive now in use which was specifically authorized in any way, it 
may continue to be used without applications being filed and without 
further proceeding. 

The Cuatrman. Will you yield at that point? But that provision 
does not in any way amend the powers of the Food and Drug Admin- 
istration under existing law. 

Mr. Austern. That is correct, sir; and I would like to make clear 
in about 2 minutes that what wil] happen, even if the ingredient were 
approved, and later it falls under suspicion, and I would like to get 
to that, because you inquired about that this morning. 

The Carman. Thank you, sir. 

Mr. AusterN. Now, as we see this, and perhaps our attitude is 
objective, because we have no immediate and acute problem in this 
area, we think perhaps that a clean-cut line on a grandfather clause 
would be the clearest. Our feeling in that direction is dictated by 
our conviction that as to these ingredients now in use, the Food and 
Drug Administration has ample powers. 

Mr. Dres. Just before you leave there, let me clarify this thing in 
my own mind. Let us assume that we pass this bill as it is written, 
and let us assume that all of these additives have been approved and 
they have been in use, and would be covered by the grandfather clause. 

Let us assume that 1 month after the passage of the bill the Food 
and Drug Administration had some serious doubt about some ingredi- 
ent. They would notify the company to that effect. 

If the company did not eliminate that, or suspend the use of it, then 
as I understand it, the Food and Drug Administration could go into 
court and get out a temporary injunction and enjoin the use of it. 
Then what would happen? What would happen under the present 
proceeding or under the procedure that will obtain in this bill? What 
happens today ? 

Mr. AusterN.. You are precisely correct in everything you said, Mr. 
Dies. What would happen is that the issue would then be tried out 
under section 402 (a) (1) of the law, and if the Food and Drug Admin- 
istration can establish, having obtained the preliminary injunction, 
that that ingredient may be injurious to health—— 

Mr. Dries. You say it is tried out under that section. Where is that 
tried and how is it tried under existing law? 

Mr. AustTerN. It would be tried, in my view, in the district court. 

Mr. Dres. Is that independent of the Priest bill? 

Mr. Ausrern. Yes; it could be tried out in the district court, I think, 
in three ways: One is an injunction to prevent interstate shipment; 
and two, by a seizure of the goods if they wanted to libel the goods; 
or three, although that is remote, by a criminal prosecution in the 
district court. 

Mr. Dres. Would the temporary hearing come on making the tem- 
porary injunction permanent before the district judge? 

Mr. Austern. Yes, sir. 
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Mr. Dries. And at that hearing, then, the issue of whether or not 
the ingredient was harmful would be decided by the court? 

Mr. Austern. Yes, and the test according to section 402 (a) (1) is 
whether it may be injurious to health. 

Mr. Dres. What is the difference in the procedure under the exist- 
ing law, that section, and the procedure in the same case if the Priest 
bill is passed as it is now written ? 

Mr. Austern. Without endeavoring to evade that, can I hold it? 
I am going to cover the precise point, and I will answer it generally 
now by saying except with respect to timing and except with respect 
to what I am going to call “momentum,” there is very little difference. 

Mr. Dries. You mean the burden of proof? 

ag AvustTEerN. No, I mean momentum, and I would like to explain 
that. 

Mr. Dies. That is important because you made the statement that 
the Priest bill will not impair any of the powers that now repose in 
the Food and Drug Administration. 

Mr. Avustern. That is correct. 

Mr. Dries. I am trying to find out what change would happen. 
First, the important thing in my mind is that there is power vested 
in the Administration even with this bill passed to stop the ship- 
ment, or the use of any harmful, deleterious ingredient, and secondly, 
whether the method or procedure in the Priest bill in any respect 
causes a greater burden or places a greater burden upon the Food and 
Drug Administration than now exists. 

Mr. Austern. In saying that I will come to the difference, I hope, 
Mr. Dies, we will never lose sight of the fact that the monumental 
contribution made by these two proposals on which the whole food 
industry is in agreement is, one, required pretesting, and, two, required 
disclosure to the Food and Drug Administration with an adequate 
waiting period. 

Mr. Dies. Of new additives? 

Mr. Austern. Yes, sir. 

Mr. Dries. I am still dealing with these older ones. 

Mr. Austern. As to the existing ones, I don’t think that there is 
substantial difference between the procedure offered here and the 
existing procedure. 

Mr. ee, But it seems to me that under your existing procedure or 
under the Priest bill, a greater burden would be placed upon the 
Administration than now exists, because, under the Priest bill, the 
burden is upon the user to prove by a preponderance of evidence that 
the product is not harmful; is that correct ? 

Mr. Austern. Yes. May I put it this way, if it will be helpful, 
sir: The difference involved in the grandfather clause is very impor- 
tant, practically. There are hing now in use. If they are covered 
and if they are not taken care of by the grandfather clause, then the 
manufacturer must immediately file information, and until this 
machinery is followed, his product is unlawful. 

Mr. Dies. That is the new product. 

Mr. Austern. That is the existing product, if it were not taken 
out by the grandfather clause so that it raises a host of questions 
as to everything that is now in use. 

As I understand the Priest and O’Hara bills, they attempt to meet 
that problem halfway by saying that, “If you can find it was author- 
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ized”—in my own shorthand, if you can find a governmental piece 
of paper that has approved it—then you don’t have to stop using it 
until you go through the machinery. 

Mr. Dies. I did not understand that. I understood if it was gen- 
erally accepted in the industry, that an ingredient was all right, it 
would be exempt by the grandfather clause. 

Mr. AusTerN. Well, Thave to go back one step, sir. 

Mr. Dies. I don’t want to take you away from your argument. 

Mr. AvusrerNn. I would like to answer that. These bills do not 
come into operation unless you have an ingredient that falls within 
the basic coverage. That must be a new food additive or an existing 
food additive that is not covered by the grandfather clause, which 
is not generally recognized among experts as being safe for use under 
the conditions of the intended use. 

If it is generally recognized by experts, then you forget about it. 
This bill does not attach to it at all. The only group of products 
involved in the grandfather problem are those ingredients as to 
which conceivably there might be some doubt. As you pointed out, 
I think “segeneoy. | it is a sort of a fuzzy group. I simply have sug- 
gested that we do not understand Dr. Miller’s probable cause con- 
cept. You inquired yesterday of Dr. Miller as to who would decide 
the probable use. He pallial if I recall, that it would be the Food 
and Drug Administration. 

I am very confused, and I can’t help you because I don’t know 
how that would work. 

Mr. Dres. I have serious doubts about that phraseology in this bill, 
and it seems to me like it is indefinite. I am just wondering if under 


the Priest bill you have the use of the term, “generally recognized by 
experts,” and that seems to me rather indefinite. 

The CuHarrman. That isa little broad. 

Mr. Dries. Who are the experts, and how many would you have to 
have to recognize it. I am just wondering if you would not have a 
more definite situation if you are going to cut off this stuff, to cut 


it off by a certain date, and then be sure that the Food and Drug 
Administration can step in at any time and stop anything that is 
deleterious. But to put the burden upon the whole industry to come 
in and prove a blanket proposition as to hundreds of additives, it 
seems to me like a pretty difficult proposition. Why can’t we cut off 
as of a certain date and then be sure of ample power in the admin- 
istration to protect the public? 

Mr. Austern. You are absolutely right on that, we think, and I 
will add one further thought: Before you are through with this you 
may be in the subject of fees, and if you add that to it, our view becomes 
persuasively supported. 

May I move on to this utility point quickly? The canning industry, 
with the rest of the food industry, as I understand it, does not believe 
that the question of the utility of the new food additive should be 
tangled up in your bill. 

The Caran. I am sorry to interrupt again, but by that do you 
have reference to the language used by Mr. Paxton when he said, 
“functional use,” and you use “utility” ? 

Mr. Avstrrn. I use utility equivalent with function. 

Ms CuatrmMan. That is all I wanted to know, and you may go 
ahead. 
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Mr. Dies. Would you clarify it in my mind, and I hate to interrupt, 
but it will save asking some questions later on. 

As I understand it, the question of whether a given ingredient or 
additive is useful is solely between the consumer and the manufacturer 
and the processor. What I might consider useful, someone else 
would not consider it so. It is a question of whether I want to buy 
it or not. 

_Mr. Austern. Let me say there may be some who would like that 
view of the matter, but the fact is that the question of the functions or 
utility of an ingredient is controlled by the Food and Drug Act, under 
the standardization provisions. We do not find ourselves in accord 
with the suggestions in the original Delaney bill, which requires the 
examination of the ingredient to determine not only whether it is 
wholesome, but also whether it is useful. We think that is a separate 
subject. 

You inquired—forgive me, it was Mr. Roberts who inquired—as to 
whether a new ingredient which was wholesome and not toxic might 
be used as a substitute for some other ingredient in a food. I should 
like to say in response to that, as the committee knows, there are ade- 
quate provisions in the Food and Drug Act in section 402, and in 
section 403 to take care of fraud, substitution, misbranding, and also 
in sections 401 and 403, to protect food standards. 

In our view, that subject has nothing to do with what is before the 
committee today. You are interested in protecting the public health. 

Mr. Dries. It is not so much protecting the public health and it 
seems to me what this bill really narrows down to is to provide a 
method of determination to protect the industry so that they won’t be 
in doubt about it, and a new method of procedure. You have the 
power now to protect the public. 

Mr. Avustern. I think that is a perfectly valid restatement and a 
good one. This is as I said not only for protecting the public health ; 
it eevee the drastic powers in the law by requiring pretesting 
and disclosure and a waiting period. 

I should like to come briefly to court review, and make a few com- 
ments which ure a brief supplement to Mr. Paxton’s excellent state- 
ment. 

We have had about 18 years experience in this area, and as we see 
it there are 2 questions posed for the committee. The first is what 
tribunal shall pass on these appeals. Should it be the court of appeals 
or should it be a district judge? 

The second question is what should be the scope of review. Should 
there be an institutional decision, with findings that have to stand 
without a court ever seeing the witnesses or hearing them examined and 
cross-examined? In short, should the findings stand without what 
many would cxll a real court adjudication. 

We can very quickly consider both of those questions together under 
similar headings. I hae not to duplicate what Mr. Paxton said. 

It has been suggested to this committee in the first place that if you 
don’t put it in the circuit court of appeals but you put it in the district 
court. 

Mr. Avustern. As I suggested, sir, the two questions of what tri- 
bunal, circuit court of appeals or district court, and what the scope of 
the review should be, can be considered together in a few supplemen- 
tary points. 
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First, on this question of whether the courts will be burdened, we 
think there would be about one case in a thousand where there would 
be court review. I should like to suggest to the committee that to my 
knowledge under the new drug section, 505 of the present act, in the 
last 18 years as near as we can tell, there has never been an appeal 
save on a precan question. I had that point searched again yester- 
day, and I hope that is right. 

he Cuarrman. Over how many years? 

Mr. Austrern. About 18 years. In addition to that I want to men- 
tion in passing that if there were any appeals under the new drug 
section, they would go to the district court and not to the circuit court 
of appeals. As you suggested this morning, it may well be that this 
talk of burdening the courts and needing new judges is somewhat ex- 
aggerated. Here I want to make the point of no burden that I think 
the committee pragmatically knows, but it is very often lost sight 
of, and I say this as someone who has practiced 25 years in this food 
and drug field. 

The Food and Drug Administration has tremendous momentum 
whenever it goes into court. Dr. Miller said, I think very powerfully 
yesterday, that anyone who takes the Food and Drug on in a court 
proceeding has two strikes on him. I think it might even be worse 
than that. 

Mr. Paxton suggested to you that no one in his right mind would 
go to court and ask a court to second guess the Food and Drug Ad- 
ministration on an issue of chronic toxicity unless he had a shocking 
case, and he was willing to risk the adverse publicity. 

Next, let us turn to the difference between what happens in the 
court of appeals and what would happen in the district court. 

In the district court you can have a pretrial proceeding. You iso- 
late and segregate the issue, and it is an issue of. fact in this situation 
that is to be tried. When you go to the court of appeals, what goes 
to the circuit court of appeals is a voluminous, diffuse record from the 
administrative agency. We suggest to the committee that if you were 
looking for a possible, and I think largely theoretical and speculative, 
burden on the courts, the one way to burden the courts would be to 
have the diffuse and elongated administrative record go to the circuit 
court of appeals, rather tnan to have by pretrial procedure an issue of 
fact Toousea for immediate disposition before a district court. 

Mr. O’Hara. Would the gentleman yield at that point? Wouldn’t 
it be true, Mr. Austern, that anyone who would be taking one of these 
matters to the court, it would be on what would be a vastly technical 
subject, but actually a narrow issue to be tried before the court. Would 
not —_ sides want to get down to the meat of it just as fast as they 
could! 

Mr. Austern. Yes, indeed. And with our present district judges as 
you know, sir, in pretrial, he would focus the issue. Again I say, 
remember the burden on the applicant when he goes to a court and asks 
a Federal judge to second-guess an agency on an issue of chronic 
toxicity that may affect the public health. It will be a long; cold 
winter, and an outrageous case, where you will take that burden 
if you are an applicant and hazard the publicity. ae 

Lanaahd like to supplement your question and my answer to it in a 
moment, because I think that I might possibly illuminate it. As to 
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this Universal Camera case, I never understood it, but as I heard 
Judge Briggs, he ended up by saying that the issue was, Does the 
whole record carry a convincing basis for the result. 

But I would like to suggest if I may, to Mr. Springer in particular, 
that ordinarily these questions of preponderance or substantial evi- 
dence are meaningful in many instances. But I suggest to you prag- 
matically in this area that the Food and Drug Administration has 
such momentum and the hesitancy of the courts in overturning the 
Food and Drug Administration is so great that any of these very nice 
semantic differences between the preponderance or the substantiality 
of evidence or whatever the Universal Camera case means, whether 
on the whole record the results should stand have little meaning. But 
what bothers me, and I trust the committee will resolve it, is how in 
the world if the courts are ill-equipped, perhaps, as suggested, even 
incompetent, to deal with these complicated questions, how in the 
world can they decide on the whole record whether there is any basis 
for the administrative action ? 

Now, the next point on that is this: As Mr. Dies has asked questions 
about the Administrative Procedure Act, and its relation to this area, 
I suggest to the committee that the Administrative Procedure Act 
specifically contemplates and provides for the very situation before 

ou. 
: In section 10 (e) of that act, it provides that on review, the scope 
of review, the agency action may be overturned, in section 6, if it 
is unwarranted— 
by the facts to the extent that the facts are subject to trial de novo by the 
reviewing court—— 

Mr. Sprincer. Would you read that over again? 

Mr. AusterN. I had better get it in full context. This is section 
10 (e) of the Administrative Procedure Act, dealing with scope of 
review. Mr. Paxton has previously pointed out that section 10 as a 
whole provides for declaratory judgments, and this is a subsection 
of section 10 dealing with the scope of review. It states: 


The reviewing court shall— 
and then there are asterisks— 


shall compel agency action unlawfully withheld, or (b) hold unlawful and set 
aside agency action, findings and conclusions found to 

and then there are a serious of subsections, and going on, it reads, 
found to be No. 6— 

unwarranted by the facts to the extent that the facts are subject to trial de novo 
by the reviewing court. 

_I suggest to the committee that what you have here is a oonae 
sional recognition that there may be situations where there is to be a 
trial de novo on the facts of administrative action, and that there is 
utterly no inconsistency between the entire framework of the Admin- 
istrative Procedure Act and what is provided in the Priest and O’Hara 
bills. 

Mr. Dies. That section here does not provide for a trial de novo, 
but it merely authorizes a review where in the ordinary cases the 
facts are so conflicting that a trial de novo would be in order. But 
it does not provide for a trial. 
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Mr. Austern. I don’t suggest that this specifically provides for it, 
but I suggest simply that Congress in its wisdom when it passed the 
Administrative Procedure Act knew that there would be situations 
where the kind of provision here provided for would be appropriate, 
and to that extent there is no inconsistency between the two. 

Mr. Dies. You are just setting up a standard or measure there to 
authorize the review. 

Mr. Avustern. That is right. 

Mr. Dries. But it did not contemplate a situation where a trial de © 
novo would be actually had. It was just as the reviewing court was 
considering the evidence as a whole, if after considering that evidence 
the court could say that there was such a conflict here in the evidence 
that it would authorize normally or where such authority exists a trial 
de novo. I think that your argument is a little farfetched when you 
say that Congress contemplated a situation in which an act would be 
passed authorizing a trial de novo. ; 

Mr. O’Hara. Is there anything sacred about the Administrative 
Procedure Act? Those who practice under it complain, and I wonder 
if we should not look it over and take it apart a bit? 

Mr. Austern. There is, as you know, Mr. O’Hara, a vast activity at 
the bar now, and I happen to have been on one of the subcommittees, 
which is endeavoring to recommend various perfecting clauses to Con- 
gress for the American Bar Association and the other bar associations. 
I might say that some of the most heated controversies among the 
people who are studying that exist in the area before you 

Mr. Dries. Let me make myself clear for the benefit of my dear 
friend and colleague from Minnesota. I am not defending the Ad- 
ministrative Procedure Act. As a matter of fact, I have had some 
very sad experiences with that act. I tried a case in which 80 percent 
of the witnesses testified in my behalf, and there was only a handful 
testified against me on an NLRB case, and it was so overwhelming 
that it just seemed certain that the circuit court of appeals in review- 
ing the evidence would say, “Well, this is such a one-sided case that we 
ought to overturn the decision of the NLRB,” but when the circuit 
court of appeal got it, they said, “Well, of course the evidence is pretty 
ae on this side, but there was some evidence here to support the 
NLRB.” 

I am one of those who believes that we ought to review the entire 
act. The point I am making is that Congress passed this Administra- 
tive Procedure Act to take care of all of these situations, and if you 
start whittling at it by making an exception in this case, then you are 
creating inequalities. I can understand why the industry would want 
this, and I would certainly want it, too, if I were in the industry. 
But the point is that I do not think that this is the way to change the 
Administrative Procedure Act. I think as long as we have the 
act, that we are going to have to deal with every situation under that 
act, until such time as this Congress is prepared to revies the act. 

I want to state that I am ready to revise the Administrative Pro- 
en Act, so that everyone will have the benefit and not just under 
this act. 

Mr. O’Hara. I was hoping my friend from Texas would help me 
to take the blindfold off of Justice so that we could get into court once 
in a while on some of these cases. 
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‘ Mr. Dres. I will be shoulder to shoulder with you because I have 
had as sad experiences as you have had. 

Mr. Avstern. That is a very large question that might take all of 
your time, and I am afraid that you have this bill before you, and you 

ave a problem which invites the consideration of this committee, and 
whatever may be anybody’s views on the APA, I do submit that on 
this issue you have the problem now before you. 

Lastly on court review, and I am then done with it, is the insistence 
that these are technical questions of fact. We encounter that all 
of the time. Dr. Miller said yesterday that essentially the courts 
must rely on the scientific men. He said the courts must rely on the 
testimony of the scientific men. Judge Biggs granted that the appel- 
late courts, the circuit court of appeals do not see the witnesses. Mr. 
Springer was perhaps more hopeful than many people are that the 
appellate court succeeds in winnowing out all of the irrelevances 
and all of the possibly incompetent evidence. I am hopeful that they 
do in fact do that, experience suggests that it does not too often hap- 
pen, but the point I should like to emphasize with the committee is that 
this is an institutional decision by the agency, by the FDA. The man 
who makes the decision, or the men who make the decisions, and we 
eall it the Secretary, but it is an institutional decision, do not see the 
witnesses either. It is only the hearing officer who sees the witnesses. 

So far as my experience in these administrative hearings is con- 
cerned, there almost never is an issue of credibility such as you have 
in a judicial proceeding. 

Mr. Dies. Right there, isn’t it a fact that they dispose of that 
credibility in the findings of the examiner? He can say, “I find A 
to be credible, but I find B, C, D, and E not credible.” 

Mr. Avustern. It is not done in this way. In this institutional deci- 
sion it is not done that way. Everything goes in the record except 
possibly the comic supplement to the Sunday paper, and then the 
institution, all of the people in the agency, make the determination 
and write the findings. The hearing officer in this area does not, so 
far as I can remember, in my experience, pass on an issue of credibility. 

It was the system very early under this act, and it was then aban- 
doned. The hearing officer, if you please, is just like a recording 
instrument that maintains order. He does not pass on credibility, 
and he only occasionally passes on relevancy, but their concepts of 
relevancy are quite expansive. 

Here, then, is the problem on that issue about seeing the witnesses 
and believing them. You have five distinguished scientists who say 
they tested something, and they think that there is no remote chance 
of public injury. The very experts in the agency who have to evaluate 
that other man’s testimony are the people who have their own opinions, 
and I submit that if you are going to have the people in the agency 
evaluate and make a value judgment on the opinion of an outside 
expert, you have created a somewhat difficult and awkward situation 
if anything goes wrong with the process. a vat i 

Again I say that in 999 cases out of 1,000, it is administratively 
worked out, but in that 1 case, if judicial review is to mean anything, 
you can’t create a situation which countenances the one expert in the 
agency making a value judgment on whether the fellow who disagrees 
with him is sound. 
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May I say again, that in the district court, of course you will have 
experts on either side, but you will have the issues focused, and 
you will have a man to decide whether the follow who has rejected 
the other man’s opinion has just acted out of predilection or arbitrary 
conduct, or whether there is a substantial basis for apprehension 
about toxicity. 

I venture again on court review, if I may, because I think it is 
important here, that there are few Federal judges who will ever 
second-guess the Food and Drug Administration on an issue of public 
health and hazard to it. I suggest, Mr. Springer, that is far more 
powerful than any presumption of validity under a patent. The 
Morgan Lewis case is understandable; it is a patent case; but no pre- 
sumption of validity through issuance of a patent by the Patent 
Office could begin to compare with the momentum that a ruling or 
denial by the Food and Drug Administration means in court. That is 
in any practical context. 

I urge that the courts can’t abdicate here. The Chairman asked 
what is the difference between this area and the Federal Communica- 
tions Commission. Without taking a lot of time, I suggest that when 
you are regulating public utilities which are regulated throughout, 
you have a rather different situation. 

Lastly, the most important effect of an adequate real court review 
is not on what happens in court. It has its primary impact on what 
happens in the agency. If the man who has to exercise judgment 
knows that if he ever indulges in arbitrary conduct or in his predilec- 
tions, he may have to go before a district judge and be cross-examined, 
you have created the most salutary control of what happens in the 
agency. 

Speaking for myself, and I have written on this point and said it 
for 20 years, to me court review is much more important not in the 
one case in a thousand when you get before the judge, but in the con- 
trol it exercises on agency conduct in all cases. 

The real fear that is always expressed here I think is a mistrust of 
the Federal judiciary. It is an apprehension of real court review, 
and I think it is unfounded. 

To conclude, Mr. Chairman, on this business of advisory committees, 
[ find myself in complete agreement with everything Mr. Paxton said. 
We can’t see that this flying buttress on this process contributes a 
thing. Just as I think that the courts cannot abdicate their responsi- 
bilities, I don’t think the Food and Drug Administration should be 
called upon in one of these fuzzy “now you see it and now you don’t” 
advisory opinions to abdicate their administrative responsibilities. 

We t ink it would confuse and confound the whole area, and it 
would be a retrogressive step. Thank you. 

The Cuatrman. Let me say that I fully concur with your viewpoint 
with reference to an advisory council or committee or whatever you 
want to call it. 

Are there further questions? We appreciate your appearance here. 

Mr. Dies. What will happen if we strike out of the Priest bill the 
provision about appeal, this de novo thing, and then the Administra- 
tive Act will apply; will it not? We would not have to write anything 
in there? Of course, I don’t know what the committee is going to 
do or I don’t know what I am going to do, and I want to hear all of 
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the evidence, but as a matter of writing a bill, would we need to put 
anything in there about appeal ? 

Mr. Avustrern. My forthright answer to that, sir, is if this com- 
mittee elected in its wisdom to do that, I would be constrained to 
recommend to my clients that they were somewhat at large The Ad- 
ministrative Procedure Act is a great improvement, but it is not yet 
sufficiently crystalized. 

Mr. Dies. I understand that, but I am talking about this as a matter 
of the bill. Suppose it is eliminated, and your provision of the bill 
about the method of review is eliminated, would not the Adminis- 
trative Procedure Act then apply ? 

Z Mr. Austern. I think that it would, but I am not altogether clear 
ow. 

Mr. Dies. I am not suggesting that that is going to be done, or 
that the majority favor it, or even that I should favor it, but I simply 
want to know if it would be necessary if the majority did favor it, fob 
lowing the Administrative Practices Act, would it be necessary to 
put it in the language and in the bill. 

Mr. Ausrern. I would like to say, sir, that I think that in view of the 
complexity of this subject, and the vast scope of this act, that if this 
committee did not provide specifically for court review, you would 
be doing a disservice to the problem. 

One of the compelling reasons for that is that if you have a new 
ingredient, and you in good faith have it tested and you assemble your 
data and you file it, and then you get an administrative turndown, 
then you have to begin to find out whom you sue, and who is or is not 
a necessary party, and how the Administrative Procedure Act would 
operate, I am afraid that would create major difficulties. 

Mr. Dies. You think there ought to be language in the bill itself? 

Mr. Ausrern. I am afraid so. I have one point that I think is 
responsive to a question you asked. You inquired, Mr. Chairman, 
whether if an ingredient were turned down and then there were an 
adequate court trial, and the court overruled the Secretary, whether 
if at a later date new and compelling evidence turned up indicating 
that it was a possible toxic substance, what would happen. 

I have said that this bill leaves all of the remedies of the act un- 
touched. I think through inadvertence in the drafting here, there 
are three lines added that are surplusage, and which your professional 
staff had better consider. I would like to recommend their deletion, 
and they are lines 22 to the middle of line 24 on page 3. I think the 

rofessional staff of the committee will see the precise relationship 
Copeoiae section 402 (a) (1) and 402 (a) (2), tod see that that is an 
inadvertence. It was suggested to you properly by Mr. Paxton that 
the Government go back and reopen the declaratory judgment action. 

I think that puts too much of a burden on them, I think in the 
circumstances you raised, they ought to have the power to go in under 
402 (a) (1) and immediately enjoin that, if the manufacture won’t 
stop. To give them that power, I think these additional words—— 

Mr. O’Hara. Would you read that again? 

Mr. Avusrern. The phrase is on line 22, “except a new food addi- 
tive”. 

What that does is make a technical change in 402 (a) (1) that is 
unnecessarily, and I think would cause difficulty in the situation that 
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you were troubled about, and the professional staff of the committee 
will, I think, see that point when they analyze it. 

The Cuarrman. I think that you are quite right on that point. 

Mr. Springer has a question. 

Mr. Sprincer. I am reading now from 505 (h) of the general regu- 
lations for enforcement of the Federal Food, Drug, and Cosmetic 
Act. They used the words here on page 39: 

The findings of the Secretary as to facts, if supported by substantial evidence, 
shall be conclusive. 

Mr. Avustern. Is that on page 39? 

Mr. Serincer. Yes; it is in section 505 (h). 

My question to you now is, do you have any court decision which tells 
you what the words “substantial evidence” mean ? 

Mr. AusterNn. I think that I have about 500 pages of typewritten 
research on those magic words. The burden of it is that it must be 
more than a scintilla, but it does not have to be overwhelming. I think 
that phrase is now subject to the Universal Camera case, and all I know 
is that case, and I am not sure I understood it. That is, that if you 
look at the whole record, and you find that there is any basis to support 
the agency action, it will stand. 

In the case put by Mr. Dies, if you have nine experts who say one 
thing, and one fellow who says “I don’t believe him,” I think the 
Universal Camera case would say that there was not substantial evi- 
dence. But beyond that, 1 suggest to you that I have never from my 
own view gotten terribly excited about that because of the pragmatic 
consideration, that in a food and drug case you have such a psychologi- 
cal burden with the court that for all practical purposes you need the 
prepoderance of the evidence. You virtually have to have overwhelm- 
ing weight of the evidence to get a judge to say that the apprehensions 
of an agency on a public health question are unfounded. I hope that 
is an answer. 

Mr. Srprincer. I get your answer, but the point I am wondering 
about, just from the reading of this whole section, looking at it now 
just as a judge looks at it, you could have 1 or 2 witnesses or 3 
witnesses that would testify that the Secretary’s position is correct, and 
you could have 7 or 8 equally good experts who would testify 
that the Secretary’s findings are in error, so to speak, and yet I don’t 
think that there is any question but that he could say that 3 witnesses 
are substantial evidence. 

Mr. Dres. They have said that in decisions and it is not thé quantam 
of witnesses. They have madethatclear. It is something else besides 
that, because I have had that question up before the appellete courts 
directly, and it isn’t the number. 

Mr. Sterwenn: That is right, but those people do see the witness, and 
they make a determination of which witnesses they want to believe, but 
in this position he doesn’t. It is true, in order to have the greater 
weight or preponderance of the testimony, you can take them before 
the jury, if there are several witnesses who saw it, and several other 
witnesses say other things, the courts will say that the jury believed 
the one and not the seven. But that is the situation. They don’t see 
the witness. He does not make a finding that this man is telling the 
truth and this man does not. He could say upon the basis of that, that 
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one witness was substantial evidence, and I think it would be a 
perfectly good finding, which no one could attack. 

Mr. Austern. It is worse than that, sir. 

Mr. Sprincer. But the point I am making is this, and I have been 
thinking through the noon hour and up until now, it seems to me that 
the fair way is that the preponderance or greater weight of the evidence 
ought to be on the applicant to show that this is a safe additive. I 
think that is the situation as it ought to be, and the law ought to so 
specifically say. 

Then if you take it to an appeals court, they know exactly what 
would have to be done. But if you are going to make it the greater 
weight, I don’t know how you are ever going to get around it unless 
you see the witnesses and unless that appeals court sees the witnesses, 
if you are going to adopt that rule. 

Mr. Avstern. May I comment on that? Some years ago I wrote 
on this very point in connection with findings on food and drug stand- 
ards, there always is the tendency in an institutional decision on a 
controversial issue where you don’t see the witnesses, but you only have 
words and exhibits, and a very arid record situation, and if you are 
to write the findings, you always write up the evidence your way, and 
write down the evidence the other way. You go into court not really 
with the record, but you go before the appellate court on the findings 
of the agency. 

As you know, sir, when you go up to an appellate court, and a dis- 
trict court has made airtight findings, you have a very difficult job 
overthrowing those findings. So here you have the man, as Mr. Pax- 
ton said, who makes the original decision, and the group then sits on 
review, and he is given the opportunity to write the findings. It would 
have to be a very zealous appellate court that would ever measure the 
vast record against the findings, and it is for that reason that in this 
isolated case, and the type of case I have discussed, I have come to the 
conclusion after a lot of study that we ought to have a real judicial 
hearing before somebody who is competent to test the fact issue. 

Mr. Dres. The industry will be helped by the pretesting. 

Mr. Austern. We pretest everything now. 

Mr. Dries. But in supporting this bill, if the bill is passed, the very 
fact you can have a predetermination would be a lot of benefit. 

Mr. Avstern. I almost venture to say, and I hope I don’t give hos- 
tages to the future, there would be very few, if any, appeals in this 
industry for which I speak on this issue. 

Mr. Dres. I am trying to get the justification for the bill. As I un- 
derstand it, your industry will be helped by having the predetermina- 
tion of this question. Isn’t that right? 

Mr. Austern. We think the public will be helped, and the industry 
also. 

Mr. Dies. That is what I meant. So even if the eee provision is 
stricken, you still have a bill that will help your industry and help 
the public. You won’t be any worse off because you simply would be 
under the same procedure tomorrow that you are under today. 

Mr. Avustern. I think we would be somewhat at large, and I would 
want to see a court review provision. 

Mr. O’Hara. I havea question. Getting back to this question, and 
I am not trying to press you, Mr. Austern, but this review by the man- 
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ner provided in the Priest and O’Hara bills is highly desirable in your 
opinion, as an experienced practitioner before these administrative 
agencies ? 

Mr. AustrrN. In this situation clearly so. 

Mr. O’Hara. Would you rather not have the bill without that pro- 
vision in it? 

Mr. Avustern. My instructions from the association, and the indus- 
try, relate to these two bills, which include what they believe is a 
sound court review provision. What they would conclude if you ex- 
cised that, I don’t know. For myself, I would be constrained to ree- 
ommend that they take a good hard look at it. 

The Cuarrman. Thank you very much. 

Mr. J. M. Gillett is the next witness. He is the chairman of the 
Chemicals in Food Committee. 


STATEMENT OF J. M. GILLET, CHAIRMAN OF THE CHEMICALS IN 
FOODS COMMITTEE, MANUFACTURING CHEMISTS’ ASSOCIATION, 
INC. 


Mr. Gitterr. My name is James Gillett. I am appearing on behalf 
of the Manufacturing Chemists’ Association, a national trade asso- 
ciation which has 145 member companies representing more than 90 
percent of the chemical productive capacity of the United States. 
Among the products sold by chemie¢al producers, besides fertilizers 
and pesticides used in the production of raw agricultural commodities, 
are numerous materials which are supplied to processors and manu- 
facturers of food products for use in or on foods in production, packag- 
ing, hauling, and storing. These include, by way of example, flavor- 
ings, emulsifiers, colorings, sweeteners, antioxidants, and packaging 
materials. Without these materials the clean, wholesome, and con- 
venient food items one finds in food stores all over the United States 
today could not be produced. The members of our association full 
recognize their responsibility for the safety of the materials hide 


they sell for use in food or food packaging or processing, and are 

aware that they thus share with the food industry a responsibility for 
the safety of the food products. 

In carrying out our responsibilities in this field, we are governed by 

the principles of law aren laid down in the Federal Food, Drug, 
a 


and Cosmetic Act. By and large, the provisions of this legislation 
have worked out well in practice. The best evidence of this is the 
state of public health in the United States, and the fact that in a 
Nation the size of ours, the Government, the food industry, and the 
chemical industry have discharged their respective responsibilities so 
well that no serious problems have arisen regarding the safety of our 
food supp y: 

In dealing with the safety of our food supply under existing law 
as it affects materials that do or may appear in food (other than 
pesticides), the Food and Drug Administration necessarily places 
primary reliance on section 402 and section 406 of the Food, Drug, 
and Cosmetic Act. Section 402 sets out the conditions under which a 
food “shall be deemed to be adulterated,” and section 406 gives the 
Food and Drug Administration authority to deal with foods which 
are “deemed to be unsafe” because they contain a “poisonous or de- 
leterious substance added to” the food. Section 406 also gives the 
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Food and Drug Administration specific authority and responsibility 
with respect to certain food colors. 

In addition to the authority contained in section 402 and section 
406, the Food and Drug Administration also has broad authority with 
respect to the establishment of standards for certain foods. 

The application of these provisions of law has been characterized 
by a high degree of cooperation between Government and industry. 
We propose that this she ii be continued. 

In view of this background we have not felt that sweeping changes 
in the present law are necessary. We do believe, however, that the 
existing law can and should be strengthened by giving to the Food and 
Drug Administration certain enforcement aids which it does not now 
have with respect to new food additives. 

These suggestions arise out of the experience of the Government and 
industry in seeking to apply existing law to the increasing number of 
substances which have found and are finding a place in the produc- 
tion, processing, packaging and transporting of food. Under existing 
law, there is no requirement that the Food and Drug Administration 
be informed, in advance of the time that a new food additive is put to 
use, that it is or may be entering the Nation’s food supply. In fact, the 
Food and Drug Administration may not even know of the existence 
of the new material. Under the present law there is no requirement 
that the Food and Drug Administration be advised in advance of the 
use of any new chemical, and it has been up to them to find out that 
such chemical] is being used. Moreover, once the Food and Drug Ad- 
ministration does know of the existence and use of a new additive, it 
must obtain sufficient toxicity data before it can determine whether 
enforcement action is required and can be justifiably taken. 

This situation is more theoretical than real, because the industries 
have long since done voluntarily what it is proposed in this new law 
to do. 

We should like to add that chemical producers have made a practice 
of givirg the Food and Drue Administration advance information on 
new food additives, and we feel that this practice should be formalized 
by law. The chemical industry has for some time advocated that the 
law be made mandatory regarding advance testing of substances that 
are intended to or may become food components, and should require 
advance submission to the Food and Drug Administration of test data 
and other pertinent information. Such a change would have the 
multiple advantage of specifically requiring that the Government be 
informed before such a new substance can be used in or on food and 
also of requiring that scientific data needed for evaluating its safety be 
furnished by industry for the Government’s use. 

We believe that the act can thus be strengthened with respect to new 
fcod additives, and we believe also that these improvements in the act 
can be effectuated in a way to assure that in the rare cases of disagree- 
ment between Government and industry, the matter in disagreement 
can be subjected to a fair judicial appraisal. 

The Manufacturing Chemists’ Association has been striving for a 
long time to work out with other interested groups an amendment 
which would accomplish these objectives. 

A year ago we reemphasized our adherence to five basic principles 
which we believed would command widespread support as the basis 
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for strengthening the Food, Drug and Cosmetic Act. These may be 
stated as follows: 

1. That every new additive proposed for use in food must be tested 
by the manufacturer before being publicly used. 

2. That the manufacturer’s test data and other relevant information 
must be submitted to the Food and Drug Administration before the 
additive can be used. 

3. That the manufacturer must bear full responsibility for his 
own compliance with the law, but that no man should be his own 
referee as to safety and the adequacy of testing for safety. 

4. That the matter of safety should be decided in keeping with the 
basic concepts of the modern science of toxicology, and not on a 
categorical rule of thumb basis, and that it should depend on a. realistic 
appraisal of relative factors which apply in use. 

5. That the Food and Drug Administration should be provided with 
an adequate method of preventing the sale in advance of use of addi- 
tives which have not been adequately tested for safety or which have 
been shown by testing to be unsafe. 

Toward the end of the last session of Congress we, in cooperation 
with other interested people, worked up a proposed bill based on the 
foregoing criteria. We requested that Chairman Priest and Congress- 
man O’Hara of Minnesota introduce this bill in order that it could be 


reviewed by interested parties, including the Food and Drug Adminis- 
tration. In keeping with their public-spirited attitude, Chairman 
Priest and Congressman O’Hara did introduce this bill respectively as 
H. R. 7607 and H. R. 7764. And the chemical industry very greatly 
appreciates your graciousness in doing that, Mr. Priest and Mr. 


Hara. 

During the recent recess of Congress a number of representatives of 
food industry groups have continued working on legislation in this 
same general area. They have worked up a bill which, with one princi- 
pal exception, we now wish to support in lieu of the bills which were 
introduced last summer at our request. The new bills we refer to are 
H., R. 8275, introduced by Chairman Priest, and an identical bill, H. R. 
8271, which was introduced by Congressman O’Hara of Minnesota. 
We believe the bills H. R. 7607 and H. R. 7764, introduced last summer 
at our request provide for strengthening the Food, Drug, and Cosmetic 
Act so as to insure fully the safety of new food additives. However, 
we also recognize the merit of H. R. 8275 and H. R. 8271, and accord- 
ingly we wish at this time to join the representatives of the food indus- 
try in supporting this proposed legislation. 

We feel that those persons who drafted this proposed legislation 
have done an excellent job. H. R. 8275 would strengthen the present 
food, drug, and cosmetic statute in a constructive way. It has the 
merit of requiring industry to continue to assume definite responsi- 
bility for the safety of its products rather than shifting that responsi- 
bility to the Government, but at the same time granting to the Govern- 
ment a fully adequate power to police the safety of new food 
ingredients. 

he details of this bill have already been explained to the committee, 
and I will not burden you with a repetition of that explanation. How- 
ever, I would like to emphasize that this bill covers all additives no 
matter how they may reach food, whether deliberately added to per- 
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form a function in the food or ae present because they were 
aging, storage, or distribu- 


employed at some stage of processing, pac 
tion of food. 

I desire now, Mr. Chairman and gentlemen, to discuss the one amend- 
ment to the proposed legislation which the Manufacturing Chemists’ 
Association believes is of great importance. This amendment relates 
to what is generally known as a grandfather clause. 

The language in the bills is, in our opinion, satisfactory with ae 
to those particular foods for which standards have been established, 
since it exempts the optional ingredients that are named in those 
standards. 

Moreover, the January 1, 1956, date set out. in the legislation is, we 
think, satisfactory. But we feel that the grandfather clause of the 
proposed legislation is deficient with respect to foods and food addi- 
tives long and safely in use but not covered by standards. An effective 

andfather clause is needed in order that the new procedures be 

imited to new additives. The idea of an effective grandfather clause, 

of course, is not new. A precise one was included in the new drug 
amendment of 1938. If an effective grandfather clause is not included, 
producers and users of substances long accepted as food components 
would be faced with the difficult problem of deciding whether to collect 
new test data and file it under the act, or face the prospect that by 
using or shipping a substance it may be claimed that they are in 
violation for failure to file. Small producers and users, especially, 
could be subjected to expensive testing, required not by any lack of 
safety of their products, but occasioned merely by a new legal re- 
quirement. 

Under the proposed legislation, the test of whether a food additive is 
covered or not depends on whether the additive is “generally recog- 
nized, among experts qualified by scientific training and experience to 
evaluate the safety of food, to be safe for use under the conditions of 
such use or intended use.” This is an extremely vague standard, in our 
opinion. If enacted into law, this vague standard conceivably would 
swamp the toxicological facilities of the Food and Drug Administra- 
tion and of the Nation with work on old additives at the time new 
procedures are being initiated for new additives. It seems clear that 
this could severely disrupt the food industry because of the mere un- 
certainty that industry would face as to the proper procedure to follow 
for ingredients in established formulas. 

Accordingly, we recommend that section 1 of H. R. 8275 be amended 
as follows: 

On page 2, line 14, after the word “Act”, add the following: 
or, with respect to a particular food or class of foods, any substance to the extent 
to which, prior to January 1, 1956, such substance was used commercially im the 
United States in interstate commerce in or on such food or class of foods. 

This is the only change in H. R. 8275 which we wish to urge the 
committee to adopt. 

There is, however, one other possible change in H. R. 8275 that we 
should like to mention at this time. In our opinion, the bill could be 
improved by adding to section 409 (f), page 7, a requirement that the 
Secretary be notified by any person who intends to market an additive 
notwithstanding an unfavorable opinion by the Secretary, as follows: 

Amend H. R. 8275 by substituting the following for the material 
beginning after the word “it” in section 409 (f), page 7, lines 22 and 28 : 
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(1) unless a period of 60 days has elapsed from the date of the receipt of 
such initial notice, and unless at least 30 days’ notice shall have been given 
to the Secretary by registered mail of the intended introduction into inter- 
state commerce of the additive or a food bearing or containing it, such notice 
of intention to consist of information with respect to the identity, quantity 
and destination of the first proposed shipment; or. 

Information to this effect, furnished to the Secretary 30 days prior to 
the first proposed shipment, would assist the Secretary in deciding 
whether or not to initiate enforcement action in a given case. A pro- 
vision to this effect appears in H. R. 7607 and H. R. 7764, which were 
originally introduced at our request, and we feel that such a provision 
would make H. R. 8275 a better bill from the standpoint of both Gov- 
ernment and industry. 

Mr. Chairman and members of the committee, that concludes my 
peepared statement. I have with me today Dr. John Foulger, a mem- 

r of the chemicals in foods committee of the Manufacturing Chem- 
ists’ Association, and Mr. Marx Leva, our general counsel, and we 
should be glad to answer any questions that you may have, to the best 
of our ability. 

Mr. Chairman and gentlemen, thank you very much for this oppor- 
tunity to come before you. 

The CHAIRMAN. The Chair wishes to say it is a particular pleasure 


to welcome Mr. Gillet as a witness before this committee, for in addi- 
tion to his association and appearance for the Manufacturing Chem- 
ists’ Association, Inc., he also is connected with a very great chemical 
industry in my own district, the Victor Chemical Co., of which we 
are exceedingly proud in our area. 

It is a pleasure to have you here, and we are happy to have your 


statement. 

Mr. O’Hara, did you have any questions? 

Mr. O’Hara. Mr. Gillet, I did appreciate very much the kindly 
references you made to the fact that you had requested me to intro- 
duce what was your draft of the bill. I assured you that my mind 
was open, and under your right of petition under the Constitution 
I was happy to introduce any legislation which you offered, and we 
are happy to learn that Priest-O’Hara bills meet with your approval. 

Mr. Dies. What is the principal benefit which your industry would 
get from this bill? 

Mr. Gutter. The principal benefit that our industry would get is 
that it would set out a procedure really for doing what we are doing 
now. We are keeping the Food and Drug Administration advised 
of the new products that are intended for use in food. 

Mr. Dies. It gives you the protection of a predetermination. 

Mr. Gutter. Yes, sir. 

Mr. Dies. You are gambling on it. It is first determined, and you 
know where you aoa 

Mr. Gutter. That is correct. 

The Cuarrman. Mr. Gillet, we appreciate your appearance, and 
I think it was helpful to the committee, perhaps, that you and Mr. 
Austern agreed to swap places in your appearance, because his dis- 
cussion followed in line with Mr. Paxton’s testimony of this morning. 

The committee will stand adjourned until 10 o’clock tomorrow 
morning. 
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(The following letter was later received from Mr. Gillet :) 


MANUFACTURING CHEMISTS’ ASSOCIATIUN, INGC., 
Washington, D. C., February 24, 1956. 
Hon. J. Percy PRIEstT, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


My Dear Mr. CHatRMAN: I greatly appreciate the generous remarks you 
made when I testified before your committee on February 2. 

As you know, I testified as the representative of the Manufacturing Chemists’ 
Association, and my testimony was in support of the food additives bills which 
you and Congressman O’Hara introduced recently (H. R. 8275 and H .R. 8271). 
As I believe you will recall, I was on the stand rather briefly as the final witness 
before your committee at the close of your February 2 hearings. Under the cir- 
cumstances, I should be very grateful if you could incorporate in the record 
of the hearings the material set out below, as a supplement to and amplification 
of the testimony which I presented orally. 

1. In my oral testimony, I expressed the belief that H. R. 8275 and H. R. 8271 
could be improved by adding to the bills a requirement that FDA be notified at 
least 30 days in advance by any person proposing to market a new additive 
notwithstanding an adverse initial opinion by FDA. In my opinion, such a pro- 
vision would greatly reduce, and might even wholly eliminate, the number of 
eases where the bringing of declaratory judgment action by the Government 
might be necessary. I wish to renew and reemphasize this suggestion, for I 
believe that the incorporation in the bills of the type of provision which I have 
just described would serve to remove valid objections to the declaratory judg- 
ment procedure which were expressed by Commissioner Larrick and Mr. Good- 
rich subsequent to the date of my testimony. (In this connection, it should be 
noted that Mr. Paxton, testifying before vour committee on behalf of var'ous 
food-industry groups, also advocated amending H. R. 8275 and H. R. 8271 along 
the lines described above. And I submitted, at the hearings on February 2, 
a draft of specific statutory language designed to cover this point.) 

2. The suggestion described under item 1, above, would eliminate any factual 
basis for statements such as the following which were made before your com- 
mittee hy Commissioner Larrick and Mr. Goodrich: 

Commissioner Larrick (transcript. p. 361): ‘The advice that I get from my 
lawyers is that [under the Priest-O’Hara bills] every time we make an adverse 
decision, we have to file a lawsuit.” 

Mr. Goodrich (transcript, p. 393): “* * * the Government would be forced to 
go to court every time an adverse decision was reached.” 

3. There has been a great deal of unnecessary confusion, in my cpinion, with 
respect to the applicable procedures under the Priest-O’Hara bills. Much of 
this confusion stems from the tendency of some witnesses to describe these pro- 
cedures as “court review” or “judicial review.” Under the Priest-O'Hara bills, 
the procedures do not contemplate that the district courts will engage in court 
review of FDA action. Rather, under these bills judicial action is initiated 
whenever necessary in the district courts, just as the FDA now initiates seizure 
cases and iniunction cases in the district courts under existing law. As an fllus- 
tration of the type of confusion that has entered the picture under this heading, 
reference is made to Commissioner Larrick’s testimony at page 344 of the trans- 
cript, where he spoke of “our objections to declaratory judgment procedure as 
a means of court review.” 

But declaratory judgment procedure is not a means of court review; rather, 
it is a means whereby FDA is given added authority, which it dves not now 
possess, to initiate action in the district court in those few cases where FDA 
may decide that the initiation of such action is desirable. I believe that, if the 
committee keeps clearly in mind the distinction between initiating acton in the 
district court and judicial review by the district court, it will be seen that much of 
the discussion at the hearings concerning the Administrative Procedure Act, the 
Universal Camera case, etc., is of no bearing in connection with the proceedings 
provided for in the Priest-O’Hara bills 

4. For the reasons set forth in item 8, above, and for further reasons which are 
set out below under this item 4, we believe there is no hasis in fact for much of 
the criticism which has been leveled at the Priest-O’Hara bills. Under the 
Priest-O’Hara bills, scientific judgment would be the dominating factor in ap- 
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praising the safety of new food additives. Thus, scientific judgment would be 
brought to bear by industry in pretesting new food additives; and scientific 
judgment would be brought to bear by FDA in appraising the safety of new 
food additives submitted to FDA by industry. This is clearly provided for by 
the explicit terms of the Priest-O’Hara bills, FDA’s initial appraisal and FDA's 
initial opinion will take place under the best scientific auspices that FDA is 
capable of bringing to bear on the matter. Under these circumstances, there is 
no basis in fact for criticism and erroneous description of the Priest-O’Hara 
bills such as the following statement made before your committee by Mr. 
Goodrich (transcript, page 391): “* * * it is much more essential that a sound 
scientific judgment be brought to bear on the problem in the first instance rather 
than the judgment of legally trained judges or juries of laymen.” 

To paraphrase Mr. Goodrich’s words, under the Priest-O’Hara bills sound 
scientific judgment rather than the judgment of persons trained in the law 
will be brought to bear on the problem in the first instance. The procedure will 
be just as informal and scientific as FDA wants to make it—just as Mr. Goodrich 
has told your committee it should be. 

It is only in the relatively few instances that the manufacturer refuses to 
accept the veto of the FDA scientists on his product because of scientific advice 
to him to the contrary and determines to proceed that “legally trained” persons 
enter the picture. 

Under the legislation that Mr. Goodrich favors, “legally trained” people must 
enter the picture at this stage in order that a quasi-judicial public hearing may 
be conducted by FDA, as a possible prelude to review of the case by other 
“legally trained” people sitting as judges of a court of appeals. 

Under the Priest-O’Hara bills, a “legally trained” person must enter the 
picture at this stage also—but he would be sitting as a judge of a district 
court, in keeping with the traditional approach whereby FDA initiates action 
in the district court in those cases (such as injunction cases and seizure cases 
under existing law) where the initiation of action is required. 

As noted above in item 3, therefore, the Priest-O’Hara bills would give FDA 
added authority which it does not now possess—and would give FDA this added 
authority in a framework that is consistent with FDA’s traditional policing role 
in the food field. 

The FDA proposal is the innovation representing a new and radical approach 
in the food-law field. Both approaches employ the aid of science to the maximum 
extent and in the most informal and nonlegal procedures; it is only when the 
scientists are in substantial dispute that the courts and the judges are called upon 
to perform their historic function. In Anglo-American public policy it is tradi- 
tional that where law must be applied against a background of conflict in 
scientific, technical, and expert opinion, the courts are called upon to hear 
and consider the evidence and apply the law. 

Certainly, this procedure is not new to the FDA, where this is the pattern 
Congress has relied on in protecting the Nation’s food supply for the last 50 years. 

5. We believe that the proposed legislation should be kept as simple as possible. 
Any legislation in this field is complex enough without getting into subjects that 
do not need to be covered by the legislation. We believe that the legislation 
should deal with safety. We do not believe that “usefulness’”—a vague criterion, 
under any circumstances—is an issue that should be added to this legislation. 

6. We have already presented our reasons for believing that a simple and 
effective “grandfather clause” would greatly improve the legislation. Other wit- 
nesses have testified to this same effect. Commissioner Larrick, in arguing 
against a “grandfather clause,” said: “A blanket grandfather clause would put 
the approval seal of Congress on the continued use of chemicals of questionable 
safety” (transcript, p. 350). We believe the Commissioner is in error in this 
statement. A grandfather clause is merely a means of specifying that the new 
law is to apply to new additives, with existing law continuing to apply to addi- 
tives already in use. And if these existing additives are, as the Commissioner 
implies, of questionable safety, it would appear that FDA should have pro- 
ceeded against these additives under existing law. 

7. The “constitutional” argument that has been advanced against the declara- 
tory-judgment legislation (i. e., that no case or controversy exists) is unsound 
as a matter of law. And even if this objection had any validity, it would be met 
by the suggestion already described in item (1) above. 

8. Other legal arguments that have been advanced against the declaratory- 
judgment approach are equally unsound. Thus, we cannot agree with Mr. 
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Goodrich’s statement that “it is possible that the toughest cases would be turned 
down by courts” (transcript, p. 395). We do not believe that the courts would, 
as a matter of policy, or could, as a matter of law, turn down “the toughest cases.” 
As noted at the outset of this letter, I would greatly appreciate having this 
letter incorporated in the record of your proceedings as a supplement to the 
testimony which I presented orally, if such a course is possible. 
Sincerely, 


JAMES M. GILLET, 
Chairman, Chemicals in Foods Committee, Manufacturing Chemists’ 
Association, Inc. 


(Whereupon, at 4: 05 p. m., the hearing was adjourned until 10 a. m., 
Thursday, February 2, 1956.) 
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House or Representatives, 
SUBCOMMITTEE ON HEALTH AND SCIENCE OF THE 
CoMMITTEE ON INTERSTATE AND ForeEIGN COMMERCE, 
Washington, D. C@. 
The subcommittee met at 10 a. m., pursuant to adjournment, in 
—_ 1334 of the House Office Building, Hon. F. Ertel Carlyle pre- 
siding. 
Mr. Cartyiz. The committee will come to order. 
Is Mr. Dunn present? Mr. Charles Wesley Dunn. 


STATEMENT OF CHARLES WESLEY DUNN, NEW YORK CITY, AP- 
PEARING ON BEHALF OF THE GROCERY MANUFACTURERS OF 
AMERICA 


Mr. Dunn. Yes, Mr. Chairman. 

Mr. Cartyte. Mr. Dunn, you are the first witness scheduled for this 
morning. 

We will hear from Mr. Charles Wesley Dunn, 608 Fifth Avenue, 
New York City, representing the Grocery Manufacturers of America. 

Mr. Dunn, are you ready to proceed ? 

Mr. Dunn. Yes, sir. 

Mr. Cartyxe. Go right ahead. 

Mr. Dunn. First, I should apologize, Mr. Chairman and members 
of the committee, because of my delay in getting to the hearings. But 
I have been laid up with an attack of grippe at home in bed, and it is 
just by chance that I could get down here this morning. Whatever 
imperfections you may find in my testimony I think you will be kind 
enough to realize were caused by conditions beyond my control. 

However, this hearing I would not miss for anything, because in 
the food industry we have been waiting 5 years for them at least. 

Mr. Dies. What is that, sir? 

Mr. Dunn. I said for 5 years at least we have been awaiting these 
hearings on this amendment. 

I testify for the Grocery Manufacturers of America (called the 
GMA) to approve the purpose and substance of H. R. 8271 and H. R. 
8275, subject to the comments later made. They are the identical 
bills recently introduced by Chairman Priest and Representative 
O’Hara, to enact a food additive amendment of the Federal Food, 
Drug, and Cosmetic Act (known as the FDC Act) ; which is adminis- 
tered by the Secretary of Health, Education, and Welfare, through 
the Food and Drug Administration (known as the FDA). And they 
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ang revise the amendment earlier proposed by H. R. 7607 and H. R. 
764, likewise introduced by Messrs. Priest and O’Hara. There are 
other bills before the committee, which propose such an amendment in 
a different form. Of them the latest and perhaps the most important 
is H. R. 8748, introduced by Representative Miller on January 24. 

As to the GMA: It is located at 205 East 42d Street in New York 
City; and I have been its general counsel for 44 years. It is a national 
association of the manufacturers of food and other grocery products, 
now having 323 members. It has the distinction of being the only 
overall and therefore the general national association of food manu- 
facturers; and its membership includes leading food manufacturers 
throughout the country, whose branded products are more or less used 
in every home. 

Mr. Cartyte. Will you let me interrupt you for just a moment? 
Where are most of the manufacturers that you represent located ! 

Mr. Dunn. All over the United States, everywhere. This is the 
overall national association of food manufacturers, and the only one 
of that general character. 

I filed a list of its members with the clerk, and if the committee de- 
sires to see a list of its members in addition, I will be very happy to 
provide it. 

It should be added that I also personally and strongly approve this 
amendment, subject to the same comments; as a result of my own inti- 
mate professional experience with our food and drug law, for ap- 
proaching half a century. In thus dealing with this law I have >. 
lished numerous research books and papers on it; and I now hold these 
responsible offices: chairman of the divisions on this law in both the 
American and the New York State Bar Associations; editor of the 
Journal on this law; president of the Food Law Institute, a public 
organization established by major food manufacturers to provide a 
better national knowledge of this law by university instruction in it 
and research studies of it; and professor in the New York University 
Law School, in charge of its national graduate program on this law. 
Furthermore I was the legal member of the Citizens Advisory Com- 
mittee appointed by the Secretary of Health, Education, and Welfare, 
last year, to make an improving study of the FDA. But I do not now 
speak for any of these offices, and they are merely recited as a personal 
qualification statement. . 

(a) The great declared purpose of this amendment is to prohibit 
new food additives which have not been adequately pretested to estab- 
lish their safe use under the conditions of their intended use, if and 
to the extent that scientific check is required to protect the public 
health. In sum: its purpose is to make certain that new additives in 
food are safe for use, before it is sold and consumed; and in doing so 
it thus reverses the food-additive law of the FDC Act, as later ex- 
plained. For our food must always be safe to consume. 

For this reason I deem the amendment before us to be the most im- 


portant food one, since our national pure-food law was enacted a half 
century ago; and I first recommended such an amendment in 1948. 
But there may be honest differences of opinion about its form, as its 
present legislative situation demonstrates. Moreover the protective 
need of this amendment was established by the House Delaney com- 
mittee to investigate the use of chemicals in food, which made its 
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report on June 30, 1952. It recommended an amendment of the FDC 
Act to require a safety pretesting of chemical additives in food; on 
the order of the new-drug law of this act. 

Likewise for this reason and in fulfillment of its public responsi- 
bility the GMA long since approved the principle of such an amend- 
ment, before the Delaney committee and by formal resolution of its 
governing board. Further the GMA board approved the actual 
amendment before us in the form it was originally proposed by H. R. 
7607 and 7764, which was largely similar in policy and terms. But 
I am instructed to add that some GMA members still deem the FDC 
Act to be now adequate in the circumstances; and that if there is to 
be a food-additive amendment of this act, it should be only a notifica- 
tion one. However, I am here to testify that the GMA officially ap- 
proves the purpose and substance of the food-additive amendment 
named, subject to the foregoing comments; and that approval ex- 
presses my own view also. 

(6) The amendment before us begins with a basic definition of the 
term “new food additive.” This term is principally defined to mean 
any substance directly or indirectly used or intended to be used for 
any purpose in the fabrication of any food, which (1) thus becomes 
or could reasonably be expected to become a component of it and (2) 
is not generally recognized among experts qualified by scientific train- 
ing and experience to evaluate the safety of food, to be safe for use 
under the conditions of such use or intended use. This latter “gen- 
erally recognized” clause is copied from the new-drug law in the FDC 
Act. It is patently ambiguous and actually difficult (if not impossi- 
ble) to accurately interpret, in the absence of its judicial construc- 
tion; and the drug industry does not yet know its precise meaning in 
the new-drug law enacted nearly 20 years ago. Certainly it does not 
mean the opinion of the FDA alone, which might perhaps be its 
administrative construction to a more or less extent. Neither does it 
mean the opinion of a manufacturer alone. But otherwise its mean- 
ing is very obscure. Therefore, we recommend that the committee 
clarify its intended meaning by definition in this amendment; or other- 
wise by a definitive statement in its report. 

Then come two supplemental definitions. The first defines the 
term “safe for use” in the basic definition to mean that it is reasonably 
probable that a new food additive can be used under the conditions of 
its intended use without rendering its food injurious to health. The 
second defines the term “conditions of its intended use” in that defini- 
tion to include (inter alia) the quantity of the additive intended to be 
used and the manner in which it is thus to be used. These are valuable 
clarifying definitions. And they indicate the need of the further one 
recommended above. 

Finally, the basic definition wholly exempts three classes of food 
additives. For it exempts pesticide chemical additives, which are 
otherwise regulated by the FDC Act. It also exempts food additives 
approved by this act (e. g., in precepts? or under this act (mainly 
in official food enniextey. And it further exempts food additives 
whose domestic use has been administratively authorized or approved 
under any United States law, prior to January 1, 1956. This exemp- 
tion overlaps and broadens the previous one; and it mainly applies to 
additives sanctioned under the Federal Meat Inspection Act, which 
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however are already exempted from the FDC Act by section 902 (b) 
thereof. But this last exemption invites the objection that it is too 
broad ; and that it should be exactly confined to the area of our national 
pure food law. For example: there is a United States law which au- 
thorizes standards for agricultural food products, solely for domestic 
marketing use; and clearly all food additives thus permitted should 
not be eeaptantecaia exempted from the FDC Act, which is instead 
a statute to protect the public health. Moreover this exemption should 
also include food additives expressly permitted in any other United 
States pure food law. 

(c) This basic definition of a new food additive reveals three im- 
portant facts. The first fact is that taken with the subsequent amend- 
ment of section 402 (a) of the FDC Act it basically changes the food 
additive law of this act. For the existing law automatically pro- 
hibits an additive, if it is poisonous or deleterious (broadly saeshicte) : 
whereas the new law would only prohibit an additive if it has not been 
adequately pretested (where scientifically required) to establish its 
safe use under the conditions of its inteastled use. That change is 
manifestly sound, because the right test of a food additive under this 
act is its safe physiological effect under such conditions. <A state- 
ment which is demonstrated by the fact that ordinary table salt may 
be unsafe, when used in an extreme quantity; whereas it is safe, in its 
normal limited use. 

The second fact is that this basic definition of a new food additive 
broadly reaches any substance directly or indirectly used for any pur- 
pose in the fabrication of any food, which thus becomes or could rea- 
sonably be expected to become a component thereof (etc.). Hence it is 
not confined to chemical food additives, in their technical commer- 
cial meaning; with which the Delaney committee’s report apparently 
deals. The third fact is that while this amendment uniformly refers 
to a new food additive, in its basic definition and otherwise, that defi- 
nition actually includes an old food additive as well; subject to the 
limitation of its exemptions. From this standpoint the amendment 
basically differs from the original one in H. R. 7607 and 7764, which 
was strictly confined to food additives newly used after its enactment. 
Hence the amendment before us squarely presents the issue whether it 
should be retroactive, as a matter of public policy. This issue has 
been long and controversially debated in the food industry; and the 
GMA manufacturers are divided on it. But apparently a majority of 
them believe that such an amendment ought not to be retroactive. For 
these reasons I canont record an official GMA position on this issue; 
and I can only state the major pro and con arguments in point, to 
assist the committee in reaching a right decision here. 

The pro arguments are essentially these: (1) Under the amendment 
before us an old food additive (aside from the exemptions) must be 
pretested only where this check is scientifically indicated to protect the 
public health; and (2) the FDA asserts that many chemical food addi- 
tives are now being used, which have not been and should be pretested 
to determine their safety. Whereas the con arguments are essentially 
these: (1) The new-drug law of the FDC Act, which inspired the new 
food additive amendment before us and presented an even greater pub- 
lic health problem, was not made retroactive by Congress; (2) the 
FDA will have power to control old food additives under the amended 
FDC Act, because it outlaws any that are poisonous or deleterious (an 
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evidential determination of this fact may however involve a substan- 
tial administrative delay) and it gives the FDA broad power to pre- 
vent their use in commerce, through injunction and seizure proceed- 
ings, aside from the penalty of a drastic jail sentence for such use; (3) 
most old food additives have been safely used; and (4) a new criminal 
law such as this should properly regulate the future and not the past, 
as a matter of legislative policy. The committee must decide between 
these opposing arguments, after duly weighing them. It should be 
repeated that the original amendment in H. R. 7607 and 7764 had an 
enactment cutoff date; and that the recent Miller bill (H. R. 8748) ex- 
empts a food additive used before January 1, 1956, which presents no 
reasonable probability of injury to health. (The words “under the 
conditions of its intended use” should be added.) I believe we could 
all agree on that limited cutoff date. But the question remains whether 
the amendment should be thus retroactive; and, if so, in what form. 
Furthermore if this amendment is not made retroactive a provision 
should well be added permitting an old additive to come under it, in 
the discretio nof its user. This discretion would probably be more 
or less exercised. 

(2d) We now come to the regulation of new food additives, by the 
amendment before us. The fundamental provision of it is in effect 
that such an additive is unlawful under the FDC Act, if it has not 
been adequately pretested and thereby shown safe for use under the 
conditions of its intended use. Likewise a food containing an unlaw 
ful additive is declared violative of this act. Hence a food manufac- 
turer is thus made finally responsible for the validity of his additives. 
But the actual pretesting responsibility will ordinarily rest on the 
producer of a new food additive, who intends its sale to food manu- 
facturers; and they can secure the guaranty protection given by 
section 303 (c) (2) of this act, against a criminal prosecution for its 

ood-faith use. But this guaranty does not prevent the Government 

rom stopping the commercial sale or use of such additive by injunc- 
tion or seizure, where that is necessary to protect the public health. 
Further the major producers of new food additives are the food chem- 
ical manufacturers, who are responsibly represented by the Manufac- 
turing Chemists’ Association (known asthe MCA). Hence it should 
be (as it has been) duly heard in these hearings together with the 
principal associations of food manufacturers. I understand that 
these major associations in both industries are united in supporting 
the amendment under review, subject to any perfecting comments on 
it. And that is a gratifying situation, since this amendment is a very 
complex one that has long provoked unresolved industry controversy. 

Then the amendment proceeds to implement that fundamental pro- 
vision, according to this simple and direct plan: Each affected manu- 
facturer is required to make a full specified report of his pretesting 
data to the Secretary of Health (etc.); and then the Secretary is 
required to promptly evaluate such data for the purpose of this 
amendment, together with any other available pertinent data, within 
a 90-day period (unless it is extended by mutual consent). This 
administrative evaluation is made by the Secretary to determine 
whether in his opinion the new food additive in issue has been ade- 
quately pretested and thereby shown safe for use under the conditions 
of its intended use; and in such evaluation the Secretary may consider 
all relevant health factors. When the evaluation has been completed 
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the Secretary must forthwith notify the interested manufacturer (by 
registered mail) whether, in his opinion so reached, such additive has 
been adequately pretested and thereby shown safe for use under the 
conditions of its intended use. In doing so the Secretary must fully 
state the reasons for his opinion and give the manufacturer any out- 
side information on which he also based his opinion ; and the Secretary 
is authorized subsequently to modify or withdraw this opinion, on 
due notice, whenever he shall deem that newly discovered facts require 
such corrective action. 

This is the general legislative plan of the amendment originally 
proposed by H. R. 7607 and 7764. But a new and objectionable provi- 
sion has been added to the revised amendment before us. It is one 
which says in effect that if the Secretary shall fail to issue an opinion 
within the prescribed time, he shall be deemed to have issued a nega- 
tive one. We strongly object to this provision, because the Secretary 
should be required to submit an affirmative or a negative opinion on 
each new additive thus submitted to him, on the basis of its pretesting 
evidence (etc.) ; for the reasons stated in it. This as an appropriate 
public procedure, and in plain fairness to the interested manufac- 
turer. For how can he know the position of the Secretary with 
respect to his additive, without the Secretary’s opinion on it which 
states the reasons for it; or how can he intelligently determine his next 
course of action on such additive (which may have great industrial 
importance) without this opinion and its stated reasons; or how can 
he duly institute a court action to review a negative evaluation of 
his additive by the Secretary, except on the basis of his official opinion 
and the reasons given for it? Hence the objection to this provision 
is basic. 

(e) We next reach the climax of this amendment. It is the provi- 
sion for a court review of a negative opinion by the Secretary on a new 
food additive, to correct any prejudicial misadministration of the 
amendment. This provision has fundamental importance to both 
the public and the manufacturer alike. For our institutions guar- 
antee a just court adjudication of a substantial dispute between the 
Government and a citizen; and this amendment fokanentls presents 
two related facts of great importance. The first fact is that the Secre- 
tary may render an erroneous opinion, through misunderstanding or 
timidity or because he is mistaken or even perhaps for a political 
reason. He is human and not infallible; he may err just as any of us; 
and while I yield to no one in my recognition of the superb administra- 
tion of the FDC Act as a rule, there have been exceptional errors in it; 
as its administrative and court review record establishes. Moreover, 
the Secretary’s opinion on the form of an FDC Act amendment has 
not always been accepted by Congress, as this committee well knows 
and its most recent experience with the factory inspection and pre- 
scription drug amendments demonstrates. For in the case of the 
former amendment this committee refused to accept the FDA con- 
struction of it in the floor debate; whereas in the case of the latter 
amendment the House rejected an FDA-approved provision in it by a 
floor vote. That comment has force, because the Secretary is opposing 
the form of the amendment before us. This notwithstanding it is 
cae supported by the best food manufacturers in the country 
(broad . speaking), who have a due conscientious and responsible 
regard for the FDC Act and its need to fully protect the public health. 
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The second fact is that the Secretary’s negative opinion may apply 
to a new food additive that has cost an immense sum in its researc 
development; which actually involves basic progress in food by im- 
proving it or lowering its cost ; and which has the highest approval in 
the scientific world, outside the FDA. In short, what I am trying to 
say here is that the amendment before us has the immense practical 
importance of covering a vast fundamental area of food progress in 
the future; that its administration is certain to raise controversial 
scientific questions in good faith; and that arya. Congress 
should make sure that it provides for their just court adjudication, 
where desired. 

The provision in this amendment for a court review of a negative 
opinion by the Secretary is one which says, in effect, that either the 
Secretary or the prejudiced manufacturer shall have the right to 
secure it by a due action under the general Federal Declaratory Judg- 
ments Act. This court review is substituted for an injunction one in 
the original amendment of H. R. 7607 and H. R. 7764, which has been 
established and unchallenged under the FDC Act since its enactment 
in 19388. While we prefer the latter review we approve a substitute 
declaratory judgment one. For it should prove i and equally 
fair to both the consuming public and the manufacturer; and it now 
may be—as it has been—used to review a prejudicial administrative 
decision under the FDC Act, in any event. Moreover, the amend- 
ment expressly provides that it shall not foreclose the Government’s 
use of a regular seizure, injunction or criminal enforcement proceed- 
ing under this act, in the circumstances; and it is probable that the 
Secretary would file a cross-injunction suit, in a declaratory judgment 
action by the manufacturer. 

This amendment contains two supplemental provisions here. The 
first provision forbids a manufacturer from marketing a new food 
additive or a food containing it, within 60 days after he receives a 
negative opinion by the Secretary on it. The second provision further 
forbids him from doing so, if a declaratory judgment action has been 
then instituted—by either the Secretary or the prejudiced manufac- 
turer—with respect to such additive or a food containing it, until this 
action has been finally adjudged against the Government. These 
provisions taken with those for the regular injunction and seizure 
enforcement proceedings under the FDC Act make administratively 
certain that such additive cannot be commercially marketed or used, 
unless the United States courts have finally decided that it has been 
adequately tested and thereby shown safe for use under the conditions 
of its intended use. But in dealing with such provisions I make two 
suggestions. The first is to suggest a modification of the 60-day re- 
quirement, whereby it provides in effect that a manufacturer receiving 
a negative opinion by the Secretary on his new food additive must give 
fair notice to the Secretary within this period, whether he will accept 
or contest it. The Secretary is manifestly entitled to this notice, to 
prevent his unnecessary court review action. The second is to suggest 
that the amendment be revised to expressly provide that this declara- 
tory judgment action is a matter of absolute legal right and not per- 
haps one of judicial discretion. 

(f) We maintain that as thus and otherwise perfected the pretest- 
ing requirements of the amendment before us—advocated by our best 
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food manufacturers—will plainly strengthen the food-additive law of 
the FDC Act, for a better protection of the public health. And we 
emphasize that every controversy under it will be settled by the Gov- 
ernment, at an administrative or a judicial level; where the manufac- 
turer must actually prove that his pretesting was adequate. But the 
Secretary objects to it, mainly because its court review plan of a 
declaratory judgment action involves a de novo trial by the United 
States district court. This notwithstanding that every regular crim- 
inal and seizure and injunction enforcement proceeding under the act 
has always involved such a trial; and they have not presented serious 
res adjudicata and other enforcement problems, to which the Secretary 
here adverts. Consequently, there is nothing new about such a trial in 
the foregoing action, under this act; and that action presents a true 
legal controversy. For it is the question whether a food additive 
violates this act as so amended, which is necessarily determined by 
scientific evidence; as in the case of all health violations of this act. 
The validity of such an action is demonstrated by others. 

The Secretary’s first objection to this court review plan is that it 
will unduly burden the district court, by causing a multiplicity of 
declaratory judgment actions. We reply: In the first place this ob- 
jection should be approached from the standpoint of our recommenda- 
tion that the manufacturer be required to give the Secretary a binding 
notice—whose failure is subject to a drastic criminal penalty—during 
the 60-day delay period, whether he will judicially contest a negative 
administrative opinion on his additive; in which event he will have 
the responsibility of this contest. Where necessary the Secretary can 
“button” any danger here, through a regular injunction or seizure 
proceeding under the act. And in the second place this objection 
should be appraised on the following basis: The question whether a 
food additive violates this amendment will probably be settled at an 
administrative level as a rule; where the Secretary will decide the 
issue. Therefore a court review action will be an exceptional situa- 
tion. In evidence of that probability we cite our long experience 
under the analogous “new drug” law of the FDC Act, which is the 
main precedent for the amendment before us. For its corresponding 
scientific questions have been uniformly settled at an administrative 
level; and it has provoked only 1 court review action in the nearly 20 
years of its existence. We can also cite our generally similar experi- 
ence under the present food-additive law of this act. For its scien- 
tific questions have been likewise settled at an administrative level, 
as a rule; with court review proceedings an exceptional occurrence. 
The practical reason for this past and prospective situation is clear. 
It is that the manufacturer normally desires a friendly and coopera- 
tive relation with the Secretary, under such an act as this; and even if 
he disagrees with a negative administrative opinion on his additive, 
he ordinarily chooses to settle its question at an administrative level. 
This as a matter of good company policy and public relations. For 
the last thing any responsible food manufacturer wants is a contest 
with the United States Government over the safety of his product. 
But he may be exceptionally forced into such a contest, to save a valu- 
able food additive whose safety has the highest scientific approval; in 
order to prevent a wrongful misadministration of this act. 

If all the foregoing is so (as we believe it is), then it may be con- 
cluded that this court review plan will not thus unduly burden the 
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district court. My own estimate is that it will cause few declaratory 
judgment actions, in an average period. But when such an action 
is required for a necessary enforcement or defensive purpose, it pre- 
sents a basic right of a fair judicial process; and that is what we 
request here. 

(g) The Secretary’s second objection to this court review plan is 
that it will unduly tax the United States district court, by requiring 
a lay court to decide complex scientific questions. We reply: In the 
first place, it is again emphasized that such questions under the amend- 
ment before us will probably be settled at an administrative level, as 
a rule and for the reasons stated ; where the Secretary will decide the 
issue. But when an exceptional court review action does arise, this 
amendment will greatly fortify the Secretary’s enforcement position, 
by giving him the opposing pretesting evidence in advance and nar- 
rowing the issue to it; and as noted in such an action the manufacturer 
will actually have the burden of proving that his pretesting is ade- 
quate. In the second place, when the manufacturer receives a negative 
administrative opinion on his additive under this amendment, which 
he honestly believes should be judicially contested because it is scien- 
tifically unwarranted and injuriously prejudicial to him or the con- 
suming public, he is entitled in plain justice to a judicial review by 
the district court on a de novo trial basis. In order that he may thus 
have a fair opportunity to confront and cross-examine the opposing 
Government witnesses ; and to secure an impartial court review directly 
based on all the adduced evidence, legally weighed, which is practically 
essential in a case having the issue presented here. This is the kind 
of a court review which the manufacturer has always had in the regu- 


lar criminal and seizure and injunction enforcement proceedings 

under the FDC Act, since it was originally enacted half a century 

ago; and he would be bold indeed who challenged its effective protec- 

tion. For in these aa et the district court has been a zealous 
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guardian of the public health. The fact is that the basic enforcement 
defect in the present food additive law of this act is the absence of 
the pretesting requirements made by the amendment before us; and 
consequently it will correct that defect. 

In the third place most scientific questions presented by this act lie 
outside the orbit of the amendment before us, which are also high] 
complex in the same or a different way. Hence these questions will 
continue to be judicially decided by the district court on a de novo 
trial basis. But the Secretary does not here specifically complain of 
that situation or recommend a broad amendment to cover it. Such 
additional scientific questions are, for example: the question whether 
a food naturally contains any poisonous or deleterious substance which 
may render it injurious to health; the question whether a food has a 
mold count which may render it unfit for consumption; the question 
whether a food container is composed of any poisonous or deleterious 
substance which may render the contents injurious to health; the 
question whether a cosmetic contains any poisonous or deleterious 
substance which may unlawfully render it injurious to users; the 
question whether a food labeling is injuriously false or misleading in 
its vital nutritional or dietary claims; the question whether a drug 
labeling is false or misleading in its vital therapeutic claims; and the 
question whether a drug labeling contains vitally inadequate direc- 
tions and warnings of use. Plainly these and other complex scientific 
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questions beyond this amendment and within a de novo trial basis 
essentially have the same enforcement and public health significance. 
And the record is that the district court has effectively adjudicated 
them on such basis, down these many past years; which fact has been 
generally recognized, in acclaiming the FDC Act. In the fourth place, 
the substitute amendment recommended by the Secretary also requires 
a lay court to adjudge its complex scientific questions, as we shall see; 
its judicial review differs only in method; but this difference is a 
basic one. 

If all the foregoing is likewise so (as we believe it is), then it may 
also be concluded that this court review plan will not thus unduly 
tax the district court, either in itself or from the essential standpoint 
of a just court review, which is a basic right; or from the standpoint 
of a consistent judicial enforcement of the FDC Act in most analo- 
gous scientific circumstances. And we may recall that this court has 
traditionally adjudged equally (if not more) complex scientific ques- 
tions under other Federal laws, notably the patent one. 

(hk) Nevertheless the Secretary recommends a radically different 
substitute amendment, which has a court review plan omitting a de 
novotrial. This amendment is an administrative procedure one, regu- 
lated by the Federal Administrative Procedure Act; it is proposed by 
several bills before the committee; and it expresses the view of the 
United States Judicial Conference for administrative regulation in 
the field of science. It is an amendment following the pattern of the 
“new drug” law in the FDC Act and its pesticide chemical amend- 
ment, which the Secretary cites as a precedent here. However, the 
food manufacturing industry had nothing to do with their enactment, 
since they do not regulate it; and this is its first opportunity to ap- 
praise the policy of an analogous food additive amendment. While the 
substitute amendment is proposed in a varied form, it provides essen- 
tially as follows: The Secretary is authorized to issue a general ad- 
ministrative regulation permitting the use of a food additive under 
prescribed conditions, upon application by the manufacturer, or to 
deny its issuance; the manufacturer adversely affected by such denial 
may have a formal administrative hearing on it in Washington, 
whereupon the Secretary may issue an order for the regulation based 
on substantial hearing evidence and containing his findings of fact; 
and such order is then open to judicial review by the United States 
Court of Appeals, in which, however, the Secretary’s negative findings 
must be sustained if supported by substantial evidence when con- 
sidered on the whole record as decided in the Universal Camera case 
(340 U. S. 474). Hence this amendment is practically effective to 
impose a binding permissive administration (or virtually a Govern- 
ment license) control of food manufacturers, in the most important 
area of scientific food progress; which is thus normally made secure 
against court attack, as we shallsee. This being so it is no wonder that 
the Secretary urges this amendment so extremely favorable to the 
Government. 

But regardless of what the Secretary says for his substitute amend- 
ment, this committee has the responsibility of determining whether 
it is sound and just in policy, on the basis of its actual operation. And 
we strongly insist that it is not, for four reasons in particular. The first 
reason (previously stated) is that when the manufacturer receives a 
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negative administrative opinion under any food additive amendment, 
which he honestly believes should be judicially contested because it is 
scientifically unwarranted and injuriously prejudicial to him or the 
consuming public, he is entitled in plain justice to a review by the 
United States district court on a de novo trial basis; which is an 
exceptional situation, at most, in order that he may thus have a fair 
opportunity to confront and cross-examine the opposing Government 
witnesses, and to have an impartial court review directly based on all 
the adduced evidence, legally weighed, which is practically essential in 
a case having the issue presented. A just court review here is a basic 
procedural right; the foreging trial one is the kind of a court review 
the manufacturer has always had in regular criminal and seizure and 
injunction enforcement proceedings under the FDC Act, since it was 
originally enacted 50 years ago; and in them the district court has 
been an effective protector of the public health. The second reason is 
that the substitute amendment itself does not give the manufacturer a 
just court review, which is his right. For it rests on unilateral nega- 
tive findings by the Secretary; they are made conclusive if supported 
by substantial evidence as provided; and the Secretary can readily 
meet this condition as a rule, in such a controversial situation and 
when he is thus forewarned. Further, a manufacturer can only secure 
this judicial review after an expensive and burdensome hearing by the 
Secretary in Washington, even if he must come from a distant part of 
the country, which is normally fruitless because the issue has already 
been administratively decided against him. In which situation a 
small manufacturer may be ordinarily deprived of his court review 
right, because its exercise is so costly and difficult; and no manufac- 
turer could normally succeed in this court review, as a practical matter 
and notwithstanding the Universal Camera decision. The third rea- 
son is likewise one previously stated. It is that even if this substitute 
amendment is enacted, the district court will still continue to adjudge 
most of the scientific questions under the FDC Act on a de novo trial 
basis; which it has effectively done in the past, as a judicial process. 
And if that is so what becomes of the Secretary’s basic argument that 
all scientific questions under this act should be governed by an admin- 
istrative procedure approach? The only logical answer is that the 
Secretary will eventually recommend a broad amendment of this sort 
in the scientific area; either progressively or fully. Certainly that is 
the force of his argument, if 1t is responsibly made; and it cannot stop 
short of its end, in the long view. But such an amendment would pro- 
voke universal opposition by the industries subject to this act; and it 
would invite fundamental policy objections, illustrated by the fourth 
reason. 

This reason is that the substitute amendment reverses the basic 
legislative philosophy of the food law in the FDC Act, since its enact- 
ment 50 years ago; which is consistent with our free institutions and 
expressed by the amendemnt we suggest. This is the philosophy of 
regulating food commerce by normal objective and effective rules of 
conduct, for due police administrative and judicial enforcement. The 
Secretary here undertakes to replace it with the opposite legislative 
philosophy of an abnormal permissive administration (or virtually 
a Government license) control of food manufacturers, in the field of 
food additives; which is inherently repugnant to such institutions and 
only justified where it is actually unavoidable for the public safety. 
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But that is not the situation presented, because our suggested amend- 
ment (duly perfected ) should be adequate; and if it does prove to be 
seriously defective in any respect, we will join in its due correction. 
The truth is that the Secretary is here using a conceded additive pre- 
testing need, which is an individual regulatory problem, unwarrant- 
edly and unsoundly to impose a permissive Government control of food 
manufacturers; which naturally provokes their righteous indigna- 
tion and strong opposition. We, of course, recognize the fact that 
the foregoing basic legislative policy of the act’s food law is subject 
to incidental regulation exceptions, for technical procedural reasons; 
but they only serve to prove its general rule, on which we stand as a 
sound public policy. 

(7) It remains to add 2 supplemental points and 1 final observa- 
tion in conclusion. The first point is that we strongly oppose the Sec- 
retary’s additional recommendation that his food additive amendment 
should also reach the functional value (or usefulness) of additives. 
This recommendation must be approached from the standpoint that 
such amendment applies to all food additives, old and new; and not 
only to technical chemical ones. This recommendation must likewise 
be approached from the standpoint that such amendment is calculated 
to make food additives safe for consumption. But if they are thus 
safe the question of their functional value is manifestly a scientific 
and economic one, for determination by the scientists and technologists 
and executives of the food industry in their own business discretion ; 
who have given our country the highest food standards ever attained, 
in the exercise of our free-enterprise system. And it is clearly not a 
question that appropriately arises under the FDC Act. For that stat- 
ute 1s a national pure-food law, to prevent an injurious adulteration 
or misbranding of its products; and it was never intended to make 
the Secretary otherwise dictate how foods shall be made or what foods 
shall be consumed. In short: this recommendation evidences the fact 
that the Secretary is going to the further extreme of using a conceded 
food additive need to impose a Government permission control of the 
food manufacturing industry, even as to safe additives. In which 
situation he would dominate the industry’s exercise of its creative 
scientific genius; whereas the FDC Act is only designed to prevent 
its wrongful use, as indicated. 

The second point is that we likewise strongly oppose the recom- 
mendation made by several bills before this committee, of which the 
Miller bill is the latest one, for outside scientific committees to advise 
the Secretary on the administration of a food additive amendment; 
which are private in character and selected by the National Academy 
of Sciences. For aside from the question whether such a private en- 
forcement plan is valid, our food manufacturers prefer to deal di- 
rectly and exclusively with the Secretary as heretofore; subject to 
the right of a just court review of any administratively unresolved 
controversy between them. Moreover we believe that the plan of 
such private advisory committees is inherently unsound and will be 
practically unsatisfactory in the longrun. It 1s no answer to say that 
this plan was written into the chemical pesticide amendment of the 
FDC Act, where it only exists under this act. For that amendment 
does not regulate food manufacturers; the question here is whether 
it should be extended to a food additive amendment, regulating them ; 
and their answer is a decisive “No.” 
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Our final observation is this: It is {he food manufacturers them- 
selves who have assumed the leadership for a food additive amend- 
ment of the FDC Act and they drafted major bills for it, before this 
committee. As previously stated they are our best food manufac- 
turers, who have a deep sense of responsibility to this act and for its 
due protection of the public health. They have worked long and 
conscientiously to develop the amendment here suggested; and they 
sincerely believe that it will be effective, when duly perfected. What 
they oppose is the Secretary’s effort to convert this pretesting amend- 
ment into one for an unnecessary and unsound Government control 
of their industry; which is even extended into the area of safe addi- 
tives as well. 

The Cuairman. Mr. Dunn, we thank you for your testimony. You 
have been before this committee many, many times in the past and 
have had a very long experience in connection with the administration 
of the Food and Drug Act. We recall that you always bring to the 
committee, based on that background of experience, some very helpful 
suggestions. I know that some of the committee members desire to 
ask you questions, and without taking any time myself for that pur- 
pose I will ask Mr. Carlyle if he has any questions. 

Mr. Cartyie. Mr. Dunn, you made a very splendid statement. 

Mr. Dunn. Excuse me, Mr. Carlyle. I didn’t hear what you said. 

Mr. Cartyte. You made a very splendid statement, and it is very 
helpful to us. I agree with you that you are a student of this subject. 

Now, let me ask you this: Which of the bills do you really favor 
among the several Priest and O’Hara amendments ? 

Mr. Dunn. I have stated at the beginning of my statement, that 
the manufacturers I represent favor the amendment proposed by 
H. R. 8271 and 8275, which are the latest bills introduced by Mr. Priest 
and Mr. O’Hara. 

Mr. Carty.e. With the amendments / 

Mr. Dunn. With perfecting corrections. 

Now, mind you, that amendment proposed by these bills is simply a 
revision of an amendment proposed by earlier bills introduced by 
Chairman Priest and Mr. O’Hara. 

Mr. Cartyte. Now, I was interested in your method of appeal. Are 
you suggesting that the appeal be taken from the Secretary’s decision 
to the Federal district or the Federal circuit court? 

Mr. Dunn. I said that the appeal that is provided by this amend- 
ment is one that is under the general Federal Declaratory Judgments 
Act and that must be initially lodged in the United States district 
court, which is the only court where we could have a trial of the facts. 

Mr. Cartytx. Are you suggesting a jury trial? 

Mr. Dunn. I am suggesting, sir, a de novo trial on the scientific dis- 
pute between the manufacturer and the FDA. 

Let me present this situation. Let’s suppose, now, that, General 
Foods or Swift & Co., or General Mills or any one of our great food 
manufacturers of the United States after great research, perhaps cost- 
ing millions of dollars, develops a new food additive. And the FDA, 
for some reason, says “No.” All right. And General Foods believes 
honestly, or one of these other manufacturers does, that this new 
food additive involves basic food progress that is for the benefit of the 
American people, and therefore it decides to take this dispute to the 
United States district court. 











132 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Now, in that situation, the manufacturer certainly has a right to be 
confronted with the witnesses against him and to cross-examine them 
and to introduce his own testimony. And the Government, of course, 
would have exactly the same right. So that the judgment would there- 
be made by the United States district court, as, mind you, Mr. Car- 
lyle, has always been done in all the regular enforcement cases under 
the Federal Food, Drug, and Cosmetic Act. 

Mr. Cartyte. Well, a trial of that kind would simply be a battle 
between the experts, wouldn’t it? 

Mr. Dunn. Yes; of course, it is a battle between the experts because 
you are dealing with a very technical scientific question. But in a sit- 
uation of that sort the experts are able to present their position in such 
a way that a layman like you or I could see which way the right lies, 
and we could reach a commonsense conclusion, bearing in mind that 
the United States district court is there to protect the people of the 
United States. And I have always found that the United States dis- 
trict court is prone to lean on the side of the Government, if it leans at 
all. . 

Mr. Cartyte. So, Mr. Dunn, you are advocating, then, that appeals 
would lie from the Secretary to a Federal district court where the 
jury trial would be provided. 

Mr. Dunn. Unless the jury trial is waived and the court decides to 
determine the issues itself. 

Mr. Cartyte. As I recall, Judge Biggs, the chief judge of a circuit 
court of appeals, told us yesterday that he didn’t feel that the judges 
of the circuit court were possessed of scientific knowledge sufficiently 
to determine these appeals. Would you think the situation would be 
any better in the district court ? 

Mr. Dunn. Well, I was not here when Judge Biggs testified, but I 
do know what the record of this act is, and I have followed all the 
cases down the years since this act was enacted a half a century ago. 
And I can tell you, sir, that the United States district court has suc- 
cessfully administered this act in dealing with scientific questions, 

Mr. Cartytx. You are referring now to injunction procedure. 

Mr. Dunn. No; to all the regular enforcement proceedings under 
this act criminal or seizure or injunction. 

Mr. Cartyiz. Well, now, Mr. Dunn, you have practiced law long 
enough to know that a case of this kind coming into the district court 
before a jury would require weeks to try it, wouldn’t it? 

Mr. Dunn. I think it should require weeks to try it if it is im- 
ae enough for that attention. But, on the other hand, the num- 

r of cases that would actually be brought under this amendment I 
estimate would not exceed 10 in an average 5-year period. We have 
only had 1 case in nearly 20 years under the new drug law today. 
Now, that shows just about how this thing runs. 

What actually happens is this. I know, because I deal with this 
every day. These manufacturers, when they develop a new additive 
or a new drug—what do they do? They go down to the FDA, and 
they show all of their evidence. And the FDA says, “Yes; I think it 
is all right.” And therefore they go ahead. Or the FDA says, “No; 
I don’t think that you have done enough research, and therefore you 
had better do some more research before we decide this thing.” Or 
if they have done enough research, the- FDA says, “We just simply 
don’t agree with you.” 
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Now, when you come to that negative position, the manufacturer 
either goes ahead and does more research in practice, or he quits. He 
doesn’t want to fight the United States Government on the question 
whether his drug is safe for use. Neither does he want to fight the 
United States Government on the question of whether his new food 
additive is safe for use. That is a question that involves a lot of 
public-relations questions. And they just don’t do that sort of thing— 
the legitimate manufacturers. 

Does that answer your question ? 

Mr. Carty ez. It does. 

The Cuarrman. Mr. Heselton. 

Mr. Heserron. I regret that I was not here to hear the opening of 
your statement, but I had the opportunity to read the statement you 
submited, and I assume you used that as the basis of your oral state- 
ment. I was interested in particular in two statements on page 6 of 
your written presentation which I quote, referring to the Secretary. 

He is human and not infallible; he may err just as any of us; and while I 
yield to no one in my approval of the superb administration of the FDC Act as 
a rule, there have been exceptionai significant errors in it. Moreover, the 
Secretary’s opinion on the FDC Act’s amendment has not always been right, 
as this committee well knows and our most recent experience with the factory 
inspection and prescription drug amendments demonstrate. 

I would be very much interested in having you spell that out in 
some detail, not necessarily having it incorporated in full in the rec- 
ord, but so that we would know what you referred to as exceptional 
significant errors. And I hope you will have in mind “our most 
recent experience with the factory inspection and prescription drug 
amendments.” 

Would you be able to do that and submit it to the chairman? 

Mr. Dunn. I stated that in my testimony, as Chairman Priest will 
recall. Now, let me give you two illustrations. 

Mr. Heseriron. Mr. Dunn, there are others who may want to ques- 
tion. Weare ata late hour. All I want to do is, ask you if you will 
submit to the chairman something in the way of substantiation of the 
statements you make there. If you will, I will appreciate it. I don’t 
want you to go into it now. 

Mr. Dunn. I will give you proof of it right now. 

Mr. Hesevron. I don’t care to have it now, Mr. Dunn. Do that, if 
you can, for the record. 

Mr. Dunn. The glucose issue is as good an example as I can cite 
of what the Secretary has done. 

The Cuamman. If you can supply the answer to Mr. Heselton’s 
question for the record, we will appreciate it. 

Mr. Dunn. But you will recall in my testimony, Mr. Priest, I 
explained what I meant when I said that the FDA has been partly 
wrong in its action for the prescription drug and factory inspection 
amendments. And the record shows that. And I will be glad to 
support that by further proof. 

(The material referred to follows:) 

Representative Heselton requested me to cite some examples of a misadmin- 
istration of this act. It has been well administered as a rule; but there have 
been human errors in its administration, as its administrative and judicial record 


establishes. I will cite two striking examples of such errors. One is the long 
administrative prejudice against corn sugar, under this act and its predecessor ; 
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and the other is the temporary discontinuance of the grain sanitation program, 
not long ago, against the FDA will. 

The Cuarrman. If you will do that, in response to Mr. Heselton’s 
question, the committee will appreciate it. 

Mr. Dunn. But you recall what I said. 

The CHatrman. Yes; I recall what you said. 

Mr. Dies. 

Mr. Dies. I want to clarify for my own understanding certain 
aspects of this matter. In the first place, under existing law you are 
pretesting everything ; are you not? 

Mr. Dunn. Not always, sir. 

Mr. Digs. I mean the manufacturer is certainly pretesting additives 
before he uses them; isn’t he? 

Mr. Dunn. It just depends what the additive is. In other words, 
where you use an ordinary additive that would present no scientific 
problem 

Mr. Dries. Let’s say a new additive. Is a new additive introduced 
without very significant testing ? 

Mr. Dunn. If it is a significant additive, he now pretests; yes. 

Mr. Dies. Now, under our common law as well as our statutory law, 
the manufacturer and everybody who handles this food has a very 
high responsibility ; do they not ? 

Mr. Dunn. Yes, sir. 

Mr. Dries. In fact, if there is any unsafe ingredient used, the only 
necessity is to prove that it was unsafe, and the manufacturer, the 
processor, and the retailer are liable for it; are they not? 

Mr. Dunn. That is right, subject to the rule of negligence and 
so forth. 

Mr. Dies. There is no defense against a suit except on the question 
of whether or not it was safe or unsafe; isn’t that right? 

Mr. Dunn. That is right, subject to that rule. 

Mr. Dries. Now, you propose, or rather it is proposed here, to give 
the benefit of declaratory judgment law to the manufacturers of food 
and other things; isn’t that correct? Making available to him the 
benefit of the declaratory judgment law ? 

Mr. Dunn. We simply propose a court review under the general 
Declaratory Judgments Act. 

Mr. Dies. Now, what I want to know is this: Assume that this bill 
is passed, and you have pretesting, and then you have declaratory 
judgment to the effect that a new additive is safe. Does that relieve 
you of any common-law or statutory liability in the event it later 
proves that it wasn’t safe ? 

Mr. Dunn. Well, that might not be so. In other words, if you or 
I consumed a food, and we were injured unduly in its consumption, I 
would presume we would have a common-law action against the seller, 
or the maker, for due trial. 

Mr. Dies. I cannot see how that could be true, for this reason. Let 
me see if I am correct. 

Mr. Dunn. I don’t know just what you are leading up to. 

Mr. Dies. The purpose of a declaratory judgment is to relieve a 
party of any liability, get a predetermination of it legally. We go 
into our State courts and interpret a will or interpret a contract. 
Once you have a declaratory judgment, that is decisive of the issue. 
Thereafter the question cannot be raised. 
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Now, what I want to know is: If you have a declaratory judgment 
on an article—— 

Mr. Dunn. I think that would be a good defense, a legal defense. 

Mr. Dies. That is what I mean. So that actually what this law 
will do is to give to the manufacturer and the processor and anybody 
that handles any food in which there is a new additive complete pro- 
tection against any lawsuit thereafter. 

Mr. Dunn. Well, why shouldn’t he have? If the Court says it is 
safe— 

Mr. Dres. I am not arguing with you. I want to understand the 
bill. Is that the fact? 

Mr. Dunn. That is the fact, of course. Now, I do want to add this. 
Don’t overemphasize this court review situation. 

Mr. Dres. I am not even talking about that yet. 

Mr. Dunn. Because 95 percent of the questions are ironed out ad- 
ministratively. 

Mr. Dies. I am trying to address myself to specific matters. So 
you would have that protection against any lawsuit later on. There 
is no question about that. Otherwise, you would not be interested 
in the declaratory judgment right. 

Mr. Dunn. No, but no legitimate manufacturer approaches the 
situation from that standpoint. 

Mr. Dres. Not solely. You are thinking of it from the standpoint 
of the public interest, too, of course. 

Mr. Dunn. We are only determining whether that food is safe for 
use, 

Mr. Dres. I want to know from the standpoint of the public, from 
the standpoint of the consumer—will he have any more protection 
under this act than he does now ? 

Mr. Dunn. Oh, of course. 

Mr. Dres. He is now protected to the extent that the manufacturer 
now knows, and the processor, and everybody handling the food, that 
they have a very high responsibility. They know that now. They 
have every reason to be careful, do they not ? 

Mr. Dunn. I am glad you raised that question, Mr. Chairman, 
because this amendment makes a tremendous advance over the present 
law. In the first place, you are not required to make this pretesting 
under the present law. And the irresponsible manufacturer may not 
make it. 

Secondly, there is no requirement for submitting the pretesting 
data to the FDA. 

Mr. Dries. I understand that. 

Mr. Dunn. You have created an entirely new advance in the law, 
which is of tremendous importance. 

Mr. Dres. You think, in other words, that the great responsibility 
that manufacturers and processors now have under the law is not 
sufficient to protect the public, and that this will be a strengthening 
of that, a contribution to guaranteeing more precaution; is that right ? 

Mr. Dunn. Every legitimate food manufacturer knows that is so. 

Mr. Cartyte. I am not saying what everyone knows. I am asking 
you what you think. 

Mr. Dunn. That is my opinion, sir. 

Mr. Cartyte. That is your opinion. Now, I will pass from that 
to the next one, which is this: After the Administrator has heard all 
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the evidence, heard the experts, had the material tested, and gone 
through the entire matter, cn if you are dissatisfied with his opinion, 
under this bill, you then go into the district court and treat the matter 
as if it had never been tried before; is that right ? 

Mr. Dunn. Oh, no, you don’t. You only do it in very, very rare 
cases. I will tell you that the clients I represent would never go 
into court under this amendment. 

The CHarrman. May the Chair request both the witness and Mr. 
Dies to talk separately? If Mr. Dies is talking, it is terribly confusing 
for the reporter to have Mr. Dunn talking also, and I make the request 
that we proceed in that manner, so that the reporter can get an ac- 
curate transcript. 

Mr. Dunn. Forgive me, Mr. Dies. I was so interested in this 
thing. 

Mr. Dies. Theoretically we must assume that you can go into the 
court 1n every case. 

Mr. Dunn. But you will not. 

Mr. Dies. I understand your point. But when we go to meee, 
we give you the power, here, to take every case and go into the district 
court and try it as if it had never been heard by the administrative 
party; isn’t that a fact? 

Mr. Dunn. You might just as well argue that the Food and Drug 
Administration would bring a regular injunction or a seizure or a 
criminal action in every case of violation of the act. And they don’t. 
They are relatively the exceptional thing. 

Mr. Dies. I understand your argument is that while theoretically 
you can do it, as matter of practice it will not be done; is that right? 

Mr. Dunn. No, sir. It will not be done. 

R Dres. And it will only be in rare instances that it will ever be 
used. 

Mr: Dunn. That is correct, sir. 

Mr. Drs. Then why do you object to using the administrative act, 
as it is used in every other instance? 

Mr. Dunn. I will tell you why I object to it. Because the admin- 
istrative act gives the FDA the power of advanced administrative ap- 
proval or in effect a Government license control of the food additives. 
And I am utterly opposed, and my industry is ampenee to the Gov- 
ernment licensing the food industry. We have the largest industry 
in America. Last year it did $68 billion worth of business. 

Now, we have, from the very beginning of this food law, in 1906, 
tried to keep this law away from the Government licensing field. And 
we have succeeded in doing so until the issue has come up here. 

Mr. Dries. But if, as a matter of practice, what you say is true, that 
it will be very rare indeed that you ever go to any Court, why do you 
object to availing yourself of the Administrative Practice Act, the 
same as every other aggrieved party is compelled to do. 

Mr. Dunn. Because you overlook the basic fact that you have got 
to go to the FDA regardless of a court proceeding to get permission 
to use any additive, whether you go to court or not. e just don’t 
want that. What we want is to do what we have always done, and 
that is to submit the facts to the FDA, let it decide, and then if there 
is a difference of opinion we go to the court to adjudicate that opinion, 
if we want to. 
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Mr. Dries. Of course, the thing I am very much concerned about 
here, and I haven’t reached any conclusion on it: It is the administra- 
tive practicability or feasibility of this provision. If we make an 
exception, and let your industry go into the district court de novo and 
open up that door, it seems to me that there never would be an end to 
it. I would like to do it myself. I handled some NLRB cases before 
I came to Congress. I would have given anything to have tried every 
one of them de novo in the district court, on many other administrative: 
matters. 

Mr. Dunn. Even if it is sound, Mr. Dies, to have an advanced FDA. 
approval on every significant scientific question under the law, then 
you are logically driven to the point that all scientific labeling claims, 
that all scientific questions about the mold count of food, which you 
know in the growing of tomatoes is so important in the Midwest, and 
all of these other scientific questions, would have to be submitted to 
the FDA, and you would have to get an FDA opinion in advance 
before you cull go any further. 

Now, that is just simply converting this act from a straight, simple 
regulatory law, which we have always had since 1906, into a Govern- 
ment license control of the food industry. We just don’t want that. 
We are utterly opposed to that. 

Mr. Dies. No; what you want is a predetermination, a declaratory 
judgment. But if you don’t like it, you want to try the whole case 
over again in the district court. 

Mr. Dunn. I find it difficult to follow that statement. Because 
what I have tried to say to you, Mr. Dies, is this: That 95 percent of 
the issues under this amendment will be administratively ironed out. 
I know that is so, because I have been dealing with the new drug law 
since 1938. And only in these rare cases will you find a manufacturer 
who feels the issue is so important to him that he is willing to risk 
the—— 

Mr. Dries. Mr. Chairman, I was notified that there will be a quorum 
call immediately, so I will not ask any more questions. 

Mr. Sprincer. No questions, Mr. Chairman. 

The CHatrman. Thank you very much, Mr. Dunn, for your appear- 
ance, and we hope your health improves rapidly. 

Mr. Dunn. Thank you, sir. 

The Cuarrman. May the Chair state the bells have rung and there 
will be a quorum call shortly, and it is the intention of the Chair and 
the subcommittee to hold an afternoon session beginning at 2: 30. 
Mr. Anthony Eden is to address the House, and it will be at least that 
time before Members of the House will be able to return, without walk- 
ing out on Mr. Eden, which we certainly do not want to do, for a 
subcommittee hearing. 

May the Chair further state this—and I do this not in any desire 
to shut off the time of any witness, but the Chair feels that a great 
deal of the testimony from this point on may be somewhat repetitious, 
and the Chair invites witnesses who will appear in the afternoon 
session, if they so desire, to give an oral statement, with the under- 
standing that their complete written statement may appear in the 
record, in the interest of accommodating a number of witnesses who 
have other engagements and need to keep them if possible. 

We have received, the committee has received, a report, a rather 
complete report and analysis, of the legislation from the Department 
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of Health, Education, and Welfare. This report was turned over to 
the chairman this morning. And without objection, it will go into 
the record. 

(The report referred to is as follows :) 


DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Washington, February 1, 1956. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, House of 
Representatives, Washington, D.C. 

Dear Mr. CHAIRMAN: This responds to your requests for reports on H. R. 
4475, H. R. 7605 (with which H. R. 7606 is identical), H. R. 7607 (with which 
H. R. 7764 is identical), H. R. 8271, H. R. 8275, and H. R. 8748. (We understand 
that a report is no longer desired on H. R. 4099, H. R. 4100, and H. R. 5927, which 
are intended to be superseded by H. R. 7605, H. R. 7606, and H. R. 8748, respec- 
tively.) These bills are all to “protect the public health” by amending the Fed- 
eral Food, Drug, and Cosmetic Act to prohibit the use in food of additives 
which have not been adequately tested to establish their safety. 


PURPOSE AND NEED FOR THIS PRETESTING LEGISLATION 


These bills deal with the problem of safety to the consumer arising from the 
widespread and increasing use of chemicals in modern food processing tech- 
nology. 

Within the last 20 years hundreds of chemical substances have been added to 
foods, and the search for new chemicals to “improve” foods is being accelerated. 
Many have not been subjected to adequate scientific investigation to determine 
their safety. It is essential to the public health that we know that proposed 
ingredients are safe—before they are used in food. The hazards are too great 
to justify any other procedure. 

Under existing law, poisonous and deleterious substances may not be added 
to food in any amounts unless they are required or cannot be avoided. When 
they are required or unavoidable, the Department is authorized to establish 
safe tolerances for them. But no action can be taken to stop the use of a chem- 
ical until we can prove that it actually is a poisonous or deleterious substance. 
This proof requires a minimum of 2 years of laboratory experimentation with 
small animals, and while we are obtaining the proof the chemical can be used. 

An adequate statutory pretesting requirement would require the person of- 
fering the chemical for food use, rather than the Government, to obtain evidence 
about its safety before it is sold. This should go far to overcome a serious 
gap in consumer protection by eliminating the hazards from consumption of 
untested or inadequately tested chemicals in food. 

We, therefore, endorse the objectives of these bills, and recommend the en- 
actment of legislation on the subject. So far as we know, there is no responsible 
group in either the food or chemical industries that opposes the objectives of 
the legislation. We believe, however, that certain amendments, summarized 
below, are necessary to achieve the desired protection, and that the approach 
utilized in some of the bills, as explained below, is not appropriate to the effec- 
tive accomplishment of their sound objective. 


I. Summary of recommended amendments for all bills (except as specified) 


To summarize these amendments, we believe that (1) the definition of ‘new 
chemical additive” should be clarified so as plainly to include any radioactive 
material purposefully or unavoidably introduced into foods either by the use of 
radioactive materials in food processing or as a source of radiation (e. g., 
isotopes) for the irradiation of foods; as well as any changes brought about in 
the food itself or new substances, including radioactive elements, formed in the 
food as a result of subjecting it to radiation; (2) the legislation should require 
that a chemical additive that is not plainly a harmless substance should be 
approved only if it has some defiite functional value to justify its use; (3) it 
should be made specific that the bills apply to chemicals used in food for lower 
animals as well as to food products derived from such animals, such as eggs, 
milk, or meat; (4) the bills (except H. R. 4475) should be amended to authorize 
the collection of fees to defray the cost of the legislation; (5) the bills (except 
H. R. 4475) should be technically perfected to provide that use of a new chemical 
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contrary to the restrictions placed upon it by the authorizing regulation, as well 
as a food bearing or containing such chemical, is prohibited; (6) the time limits 
for departmental action should be extended; and (7) the effective date of the 
legislation should be fixed at 1 year after enactment, with authority in the 
Department to extend this date for another year in the few cases where ex- 
tension may be necessary, to permit the affected industries to adjust to the new 
requirements. 


II, Administrative-procedure approach as against judicial-trial approach 


1. Some of the bills (H. R. 4475, H. R. 7605, H. R. 7606, and H. R. 8748) are 
designed to carry out the objective of the pretesting requirement by making 
it a condition precedent to the marketing of the food additive for its intended 
use, or to the marketing of a food containing or bearing such additive, that 
adequate pretesting data to show safety be submitted to the Secretary and that 
the Secretary, if he believes the pretesting data are adequate for the purpose, 
issue a regulation stating the conditions under which the additive may be safely 
used in or on food (or, as provided in H. R. 4475, that the Secretary approve 
use of the additive for its intended purpose). This procedure would allow for a 
full and fair opportunity for an administrative hearing and would provide for 
the standard judicial review of the validity of the Secretary’s action in a United 
States court of appeals. 

Other bills (H. R. 7607, 7764, 8271, and 8275), while requiring submission of 
the pretesting data to the Secretary, would give no effect, except a delaying effect, 
to an adverse safety opinion of the Secretary and would, as a practical matter, 
force the Secretary to sue for an injunction or a declaratory judgment to obtain 
a safety decision in the courts and stop marketing of an unsafe additive and of 
food containing it. 

In our judgment, we believe that the administrative procedure approach, pro- 
viding for a safety regulation rather than the judicial-trial approach, is the appro- 
priate one here. This is because (a) no weight would attach to the adminis- 
trative evaluation of an additive and the courts would be required to exercise 
a difficult scientific, and perhaps policy, judgment; ()) the procedure involved 
would be extremely burdensome and costly for private litigants, the Government, 
and the courts, and probably would prove unworkable; and (c) the judicial- 
trial approach, as embodied in the bills, would raise a constitutional question. 

2. Some of the bills would exempt from the legislation not only additives which 
are generally recognized among experts as safe for their intended use, but also 
any additive, or certain categories of additives, which were used prior to enact- 
ment of the legislation. We believe that our proposal to delay the effective date 
of the legislation for 1 year after enactment or permit a further delay of as 
much as 1 year where necessary would sufficiently provide for the necessary in- 
dustry adjustment and compliance. We therefore recommend against such 
grandfather clauses, though we believe it appropriate to except from the bills 
additives approved under some other provision of the Food, Drug, and Cosmetic 
Act. 

The enclosed staff memorandum contains additional comment elaborating on 
the above recommendations and also commenting specifically on other features 
of these bills for the consideration of the committee. The committee may wish 
to call upon the Atomic Energy Commission for consultation with respect to our 
recommendation concerning radiation effects on food. 

Subject to the above suggestions and to the additional suggestions made in 
the enclosed memorandum, we recommend favorable consideration of legislation 
to carry out the sound objectives of these bills. 

In addition to the specific amendments above suggested, we should be glad, if 
so desired by the committee, to furnish technical assistance in working out, for 
any of these bills on which the committee may decide to take action, both the 
necessary technical amendments and the specific amendments recommended 
above. In this connection, staffs of this Department and of the Atomic Energy 
Commission are also prepared to cooperate with a view to working out a clarify- 
ing amenmdent for assuring the safety of food affected by radiation. 

We are advised by the Bureau of the Budget that it perceives no objection to 
the submission of this report to your committee. 

Sincerely yours, 
M. B. Fotsom, Secretary. 
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ADDITIONAL COMMENT OF Foop ApDITIVES BILLs 





I. GENERAL RECOMMENDATIONS APPLICABLE ACROSS THE BOARD (EXCEPT AS SPECIFIED) 


(a) Safety of food affected by radiation 


1. Irradiation of foods.—Experiments in the preservation of foods by subject- 
ing them to ionizing radiation from a variety of sources (including X-ray devices, 
radioisotopes, and the radiation from atomic piles) have now progressed far 
enough to offer the distinct possibility that the process will be adapted for com- 
mercial use. Risks to human health should be excluded, however, before foods 
processed by ionizing radiation are offered to the public. The bills should re- 
quire proof of safety of the radiation process, both as it leaves byproducts of 
radiation in the food and as it significantly alters the food itself. 

2. Use of radioactive materials introduced into the food, as in food processing.— 
The bill should require proof of safety, both as to the presence in the food of 
radioactive materials intoroduced into the food and as to significant alterations 
thereby produced in the food itself as a result of radiation from these materials, 
when radioisotopes, from whatever source, are used for purposes such as process 
control. 


(b) Functional value 


These bills would place upon this Department the grave responsibility of pro- 
tecting the entire population from harm incident to the use of new chemicals in 
food consumed over a lifetime, including chemicals known to be poisonous and 
deleterious. We are asked to appraise the hazard involved by studying scientific 
data submitted by interested persons (consisting almost entirely of observations 
with small laboratory animals such as rats and mice) and to determine the 
conditions under which new chemical additives may be used at safe levels. Since 
the testing involves biological processes, adverse effects that become known only 
after the chemical is used throughout the animal’s life span, and a transposition 
of the animal studies to the practical problem of possible effect on man we must 
say that it is impossible in many instances to be sure that the chemical additive 
will be completely safe for all humans under all conditions of sickness and health 
and youth and old age. 

The chance of harming the public is greatest in the case of products which are 
known to be poisonous. Obviously a known poison should not be permitted in 
foods in any amount, even though the amount appears to be small enough to be 
safe, unless the addition of the poison in apparently safe amounts so clearly 
benefits the producer and the consumer that the risk is justified. 

To illustrate: Formaldehyde is a poisonous substance. It also is an effective 
preservative. In an earlier day it was used as a preservative in milk. It is 
conceivable that the chemical could be used in milk in such a small quantity that, 
despite full testing, the milk could not be shown to be hazardous for human 
consumption. Nontheless, the present law would not permit it solely because 
formaldehyde is a poison and modern methods of preservation and refrigeration 
make its use in milk unnecessary. 

The bills covered by this report, except H. R. 4475, would relax the present law 
in this respect. On the one hand. they would make inapplicable the present out- 
lawry of avoidable or unnecessary poisonous or deleterious food additives. On 
the other hand, by not mentioning functional value as a factor which the Secre- 
tary may consider in passing on the safety of an additive and by referring only to 
“relevant factors” or “relevant health factors,” these bills make it at least doubt- 
ful that the Secretary could consider the functional value of the chemical additive 
in appraising the health hazard and could forbid use of the additive solely because 
it was not at all needed and had no real utility in the food supply. 

We recognize that the enactment of a pretesting requirement to establish safety 
may make it appropriate, where to do so is in the interest of the producer and the 
consumer, to relax the present absolute prohibition against “poisonous or dele- 
terious” substances which are not “required” or are “avoidable.” Safe chemicals 
can improve and simplify the factory preparation of foods. The law should not 
stand in the way of technological progress where safety is reasonably assured. 
But a pretesting requirement, however carefully administered, would still leave 
a residual risk in many cases which the consumer should not be expected to 
assume without assurance of a compensating advantage. Formaldehyde, for 
example, should not be permitted in any amount in milk, because milk can be 
preserved by other methods and the residual risk is not justified. 

We therefore recommend that the bills be amended so as not to permit approval 
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of a proposed chemical additive in food unless it is shown to have a definite 
functional value to justify the use or unless it is plainly a harmless substance. 
The Food Protection Committee of the National Research Council has advocated 
a similar policy on the same reasoning. 


(c) Chemicals used in animal foods 


The bills should be clarified so as specifically to require proof of safety of chemi- 
cals used in animal foods as well as in food for man. Animals raised for food, or to 
produce food, should not be fed new chemicals unless there is proof that the 
edible flesh of the animal, and the animals’ produce such as eggs or milk, con- 
tain no more than safe amounts of the chemical. 


(d) Fees 


We recommend that a requirement to charge fees to defray. the cost of the 
governmental services be inserted in whichever bill is made the subject of com- 
mittee action (except H. R. 4475, which, in sec. 6, already contains a fee pro- 
vision). This requirement could be patterned on the pesticide amendment. 

This legislation would obligate the Department to act quickly on all applica- 
tions received. The Department could not control the volume of work produced 
by the proposed amendment but would nevertheless be obligated to handle what- 
ever volume it received. We cannot absorb this important new function without 
serious neglect of other essential responsibilitfes. And the cost of obtaining 
governmental review of scientific data to assure safety of a new chemical is a 
legitimate charge to the cost of doing business. 


(e) Chemical must be used only in conformance with the authorizing regulation 


Two of the bills following the administrative-procedure approach (H. R. 7605, 
H. R. 7606) state that a new chemical additive shall be deemed unsafe unless 
a regulation has been issued announcing the conditions under which the chem- 
ical can be used without hazard. We suggest that, in line with analogous provi- 
sions of the act (secs. 406, 408 (a)), the proposed new section 409 (a) be 
amended to provide that the chemical shall also be deemed unsafe unless it 
conforms to such regulation. (This would be in lieu of a proviso having the 
same intent and appearing in the top paragraph on p. 3 of these bills.) 


(f) Extension of time limits 


We believe that the time limit which the bills would allow for initial action 
by the Secretary should be extended to 120 days, with authority to the Secre- 
tary to extend it to 180 days when found necessary in a particular case, thus 
granting a total period for consideration analogous to the provisions of the 
new-drug section (sec. 505). (H. R. 7605 and H. R. 7606 would allow only 120 
days at the prehearing stage and 120 days after hearing. H. R. 7607, 7764, 8275, 
and 8271 would allow only 90 days to the Secretary altogether, unless extended 
by agreement. H. R. 4475 and 8748 provide for similarly short, or shorter, time 
limits upon referral of the matter to an advisory committee.) Consideration 
of the adequacy of testing of additives will be no less difficult and time consuming 
than passing on a new-drug application. 


(9g) Effective date 


This legislation would eliminate from the market some chemicals now being 
used. While we see little justification for continued use of inadequately tested 
chemicals in foods, we believe that the industry should be allowed a reasonable 
period for adjustment by postponing the effective date of the legislation for 1 
year, with authority in the Department to extend this date for another year 
in cases where the extension is found necessary and poses no undue risk. This 
was done under the pesticide chemicals amendment. 


II, COMMENTS ON SPECIFIC BILLS 


(a) H.R. 4475 

This bill has a number of commendable features covering some of the points 
we have made above. Our suggestions for amendment made in the general part 
of this report, except as otherwise indicated, apply also to this bill. 

In addition, we believe that the bill could be improved by not requiring that 
an application be either granted or refused as it stands. We believe that the 
administrative-procedure approach of H. R. 7605, 7606, and 8748, which provide 
for the issuance of a regulation announcing the conditions under which the 
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chemical additive can be safely used, is better suited to the purposes of the bills. 
What is needed is not a license to the chemical manufacturer but a public regu- 
lation based on scientific data from which food manufacturers and the consumer 
can be assured that a chemical offered for use in a variety of foods is safe when 
used in the ways and in the quantity specified in the regulation. 

H. R. 4475 would reinforce the present flat prohibition against even safe 
amounts of “poisonous or deleterious” substances in food when the substance 
is not “required in production” or can be “avoided by good manufacturing prac- 
tice.” For the reasons stated above, we believe that this flat prohibition should 
be relaxed to permit use of adequately pretested chemical additives found by the 
Secretary to be safe for their intended use when they offer some distinct func. 
tional value in food technology, 

We believe also that, in the interest of greater uniformity and in keeping 
with the prevailing pattern of the basic act and of most comparable regulatory 
legislation, judicial review of the Secretary’s safety decision should be by a 
United States court of appeals, rather than by a United States district court, of 
which there are 91, with 251 judges. 

We would have no objection to the bill’s provisions for reference to a 
scientific advisory committee, subject, however, to an extension of the time 
limits provided for action by the committee and the Secretary. 


(b) H.R. 8275 and H. R. 8271 


These bills are identical. 

In addition to the suggestions for amendment made above in the general part 
of this report, which are applicable to these bills, certain features of these 
bills require separate comment. 

1. Certain provisions in the definition of “new food additive,” on page 2 of 
these bills, should in our view be stricken. (In H. R. 8275, the provision runs 
from line 7 to line 13, and in H. R. 8271 from line 8 to line 14.) This provision 
would exempt from the operation of this amendment, with respect to any par- 
ticular food or class of foods, any substance which prior to January 1, 1956, 
was used in the United States in or on such food or class of foods with authoriza- 
tion or approval from any governmental agency or official pursuant to any law 
of the United States or any regulation promulgated under any such law. It 
would be a tremendous undertaking to determine what foods and what sub- 
stances are exempt from the amendment by this provision. It is undoubtedly 
true that numerous authorized additions of chemicals to substances that may 
be used as a food exist where the objective of such addition is wholly dis- 
associated from any concern of food and drug laws, or of safety of the additive. 
For example, seed wheat is treated with mercurial compounds to serve fungicidal 
purposes under authority and sanction of the Department of Agriculture. Such 
wheat, if consumed, would be deadly but, if not denatured so as to be clearly 
distinguishable to the eye from wheat intended for use as food, it must be 
classed as a food for the purposes of the Food, Drug, and Cosmetic Act. 

It cannot be said that governmental approval of an additive to serve some 
purpose unrelated to the considerations of the Food, Drug, and Cosmetic Act 
can be relied on to protect the public under that act. It would appear appro- 
priate to grant exemption from the new food-additive amendment for any sub- 
stances approved for use in or on a food by or under the Food, Drug, and 
Cosmetic Act, so long as such approval remains in effect. A broader exemption 
based upon other governmental sanction would obviously be inconsistent with the 
purposes of this act. 

2. These two bills require approval by the Secretary of any food additive 
where it is reasonably probable that its intended use would not render the food 
injurious to health. Moreover, there is no reference to functional use. 

This, we think, is not an acceptable safety standard, especially for those 
food additives which even in small amounts are poisonous or deleterious, that is, 
those additives which the present law now bars entirely unless found required 
in the production of a food or not avoidable by good manufacturing practice. 
While willing to see this absolute bar relaxed in the interest of progress in food 
technology, we believe that for all additives, and especially for those known to be 
poisonous or deleterious per se, a high standard of safety, rather than a diluted 
one, should be required. Moreover, for the reasons stated above, in paragraph 
B, beginning on page 1 of this comment, we believe that the law should require 
that some useful purpose be served by any food additive which is not plainly a 
harmless substance. 

3. The bills (on p. 7) provide that, after an opinion has been issued or is 
deemed to have been issued by the Secretary, either the Secretary or the person 
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submitting pretesting data shall have the right to institute an action under the 
Declaratory Judgment Act. The issue of such lawsuit would be whether or not 
the new food additive has been adequately pretested and found safe for use 
under the conditions of use intended. 

The bills (on p. 7) further provide that an adverse opinion rendered by the 
Secretary would stay the applicant’s interstate distribution of the additive or of 
foods containing it, for 60 days from the receipt of notice of such adverse 
opinion. This is to allow for the commencement of suit by the Secretary. After 
such 60-day period has run, and if no declaratory judgment suit has been 
instituted in the meantime, the applicant may distribute the article in interstate 
commerce. (He may do so without even giving notice of his intention to the 
Secretary.) Foods and food additives containing it may be so distributed, sub- 
ject presumably only to the present remedies of the act. 

Taken together, these provisions are, in our view, objectionable for several 
important reasons, 

In the first place, they would give no effect, except a delaying effect, to the 
adverse finding of the Secretary, thus forgoing the advantages of expertise and 
uniformity of treatment inherent in the administrative-procedure approach. 
Instead, they would cast upon the courts, and possibly a jury, in a de novo 
proceeding, the duty to exercise what is often a most difficult scientific judgment 
as to the adequacy of laboratory experimentation conducted on animals, and 
as to the interpretation of the test data and the conclusions to be drawn there- 
from with respect to the safety of the additives in food for human consumption, 
considered with a view to man’s total diet and over his whole life span. 

The very reason for the creation of an expert administrative agency in the 
food and drug field, and for its present authority to determine for certain classes 
of additives whether it is safe to permit them and what is a safe tolerance, 
was the realization that the judicial process, while well adapted to keep the 
administrative agency within the bounds of law and to see that its findings are 
adequately supported by the record, is not well suited to the establishment of 
scientific tolerances within basic safety standards fixed in the law. Moreover, 
if, as we consider essential for consumer protection, the functional value of a 
poisonous additive is to be weighed in the balance against the inevitable margin 
of risk involved in a safety clearance, the evaluation takes on a quasi-legislative 
character not appropriate to the judicial function. 

De novo judicial review of such scientific judgments was rejected by your 
committee in the consideration of the pesticide chemical legislation during 
the 83d Congress, an early version of which (H. R. 4277) also provided for de 
novo safety decisions in the courts following an administrative ruling. Basi- 
cally, the issue is the same here, though the details differ. Speaking before your 
committee in testifying at length on the judicial-review provisions of H. R. 4277, 
the late Chief Judge Stevens of the Court of Appeals for the District of Colum- 
bia said: “The de novo appeal provision of the bill fastens upon the court a duty 
which is not suited to courts and should be left in the hands of the administra- 
tor.” He emphasized that in his opinion the reviewing power of the courts under 
the standard pattern of review on the basis of an administrative hearing record, 
followed in the Administrative Procedure Act and the Food, Drug, and Cosmetic 
Act, constituted an adequate safeguard against arbitrary or unjustified admin- 
istrative action, especially in view of certain recent Supreme Court decisions 
which make clear that the reviewing courts must review the administrative 
action in the light of the evidence in the record considered as a whole, in deter- 
mining whether the administrative findings should be sustained. This is the 
procedure followed in the pesticide amendment (Public Law 518, 83d Cong.). 

It is of interest that, during the 83d Congress, the Judicial Conference of the 
United States, at its September session in 1953, expressly approved the action 
of the District of Columbia Judicial Conference in opposing the de novo review 
provisions of both the early pesticide bill (H. R. 4277) and H. R. 4901, a bill 
providing for pretesting of chemicals in food which raises the same basic issue 
of the appropriate scope of judicial review in such cases. 

In the second place, there is a serious question whether the bills—in author- 
izing either the Secretary or the applicant to sue for a declaratory judgment 
after the Secretary has given his opinion—would be constitutional under the 
judiciary article of the Constitution (art. III), which limits the judicial power 
of the United States to “cases” and “controversies.” In the leading case of Helco 
Products Co. v. McNutt (137 Fed. (2) 681 (App. D. C., 1943) ), it was held that 
the issuance of an adverse opinion by the Commissioner of Food and Drugs to a 
business concern which had given notice of its intention to ship a certain food 
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in interstate commerce and had asked for an opinion, did not give rise to a case 
of actual controversy within the meaning of the Declaratory Judgment Act and 
that, therefore, the courts did not have jurisdiction of the applicant’s suit for 
such a judgment. This phrase, of course, has the same import as the term 
“case” or “controversy” in the Constitution. And this constitutional limitation 
is the reason for the insertion of the phrase “in a case of actual controversy” 
in the principal judicial-review provision of the Food and Drug Act (section 
701 (f)) and in the corresponding provision of the Pesticide Amendment (sec- 
tion 408 (i)). 

Apart from the question of its validity, the provision which would in effect 
require the Secretary to initiate and carry through a lawsuit where an unsatis- 
factory report, or a report clearly showing lack of safety, is submitted, would 
impose an undue burden upon the enforcement agency, would produce a mul- 
tiplicity of lawsuits, and would not only encourage but compel litigation and 
thus immeasurably complicate the enforcement of provisions designed only to 
wentent the public and establish the safety of a product before it is offered for 
sale. 

Thus, in addition to the anomaly of attaching no substantive weight to an 
adequately supported finding of the expert agency entrusted with regulation 
and enforcement under present law, this provision must be regarded as objec- 
tionable because of its impracticability and the tremendous added burden and 
cost that it would place upon legal staffs, as well as upon the judiciary. While 
we recognize the need for a provision for orderly and proper judicial review of 
the legal validity of the decision and opinion rendered by the Secretary, it does 
appear that the proposed utilization of the Declaratory Judgment Act is not 
a workable solution to the problem of according fair and adequate judicial 
review. Instead, we would recommend the administrative-procedure approach 
of H. R. 7605 and H. R. 7606, or of H. R. 8748, specifically discussed later in this 
report. 


(c) H. R. 7607 and H. R. 7764 


These bills are identical, except that H. R. 7764 has an effective-date provision. 

The general comment and suggestions for amendment offered earlier in this 
report are applicable to these bills. In addition, two features of these bills 
require comment. 

1. We feel constrained to recommend against the proposed complete exemp- 
tion of all food additives in use prior to the effective date of these bills. Such 
an exemption would to that extent defeat the admittedly sound objective of the 
pretesting requirement, since the only function of the exemption is to remove 
from the scope of the bills existing uses of additives which are not generally 
recognized among experts as safe. Our proposal to defer the effective date of 
the legislation for one year after enactment, and to permit an additional year’s 
delay where necessary, would allow ample opportunity for affected industries 
to make any necessary adjustments and comply with the new procedure. 

2. The objections raised to the declaratory-judgment approach of H. R. 8275 
and H. R. 8271 are also in substance applicable to H. R. 7607 and H. R. 7764, 
through the declaratory-judgment bills go further in not requiring notice to 
the Secretary of the applicant’s intention to market the additive in the face 
of an adverse safety opinion of the Secretary. 

The differences in this respect between the declaratory-judgment bills and 
H. R. 7607 and H. R. 7764 are largely in the form of the suit to be instituted 
under the latter bills by the Secretary, as well as in the time limit for bringing 
suit and in requiring notice of nonacquiescence in the adverse ruling of the 
Secretary. These latter bills would permit an applicant, after the Secretary 
has found his product unsafe or inadequately tested, to ship the article in 
interstate commerce when 30 days have expired after the applicant has given 
notice of such intention to the Secretary. The Secretary would be permitted 
to cause an appropriate injunction proceeding to be instituted under section 302 
of the act to restrain such introduction into interstate commerce, either with 
respect to such additive or a food containing it. This means that upon receipt 
of such intention to ship, the Secretary must, within 30 days, institute his in- 
junction suit, and may include a petition for a temporary restraining order 
which could be granted or refused in the court’s discretion. The issue of the 
injunction suit would appear to be the same as under the declaratory-judgment 
bills, i. e., whether the article has been adequately pretested and thereby shown 
safe for use under the conditions of its intended use. Unlike the declaratory- 
judgment bills, the injunction bills would not delay the marketing of the additive 
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pending final outcome of the suit, in the absence of a restraining order and/or 
preliminary injunction. 

Thus, the utilization of this procedure would place upon the Government the 
burden of instituting an injunction suit, seeking a temporary restraining order 
and preliminary injunction therein, developing evidence, and carrying the suit 
through to a conclusion whenever an applicant disagreed with the Secretary's 
opinion and gave notice of intention to ship. As in the case of the declaratory- 
judgment bills, this would tend to encourage litigation, promote lawsuits, and 
furce numerous premature trials upon the enforcement agency. It would entail 
maintenance of an adequate force of attorneys and would create an obligation 
upon the Secretary over which he would have little control and provide for loss 
of any advantage through the passage of the proposed amendment because of the 
inability of the enforcement agency to carry such burden of litigation. More- 
over, pending final outcome of the litigation, which might take years, the public 
would in effect be unprotected, unless the court is persuaded to issue a temporary 
restraining order and thereafter a preliminary injunction. 

The failure of the Secretary to file an injunction suit within the 30 days would 
place the additive beyond the reach of these bills and would leave only the 
present remedies under the act, as would be true under the declaratory-judgment 
bills. 

In addition to the burdensomeness and costliness of this procedure for liti- 
gants and for courts, the injunction procedure would raise the same basic ques- 
tions as the declaratory-judgment bills in that no weight would be attached to the 
administrative evaluation of an additive and that the courts would be cast in 
the role of exercising a difficult scientific judgment and in some aspects estab- 
lishing policy. There would also be the same question as to whether such a 
judicial proceeding would be a “case” or “controversy” within the judiciary 
article of the Constitution. 


(d) H. R. 7605 and H. R. 7606 


These bills, which are identical, would in our view be satisfactory both in 
substance and procedurally, subject to the seven amendments recommended in 
the covering letter and explained in part I of this memorandum, and to some 
minor technical amendments. 

These bills propose adoption of the standard approach in their provision for 
judicial review of the validity of an adverse order of the Secretary made after 
full opportunity for administrative hearing. They provile the conventional 
review by a United States Court of Appeals based upon the record of hearing 
and consistent with the Administrative Procedure Act and the general pattern 
of administrative law as it prevails in our regulatory governmental operations 
and as reflected in existing provisions of the Food, Drug, and Cosmetic Act. 
(The only change we would suggest in these provisions is to provide that the 
court may “affirm or set aside,” rather than “modify, affirm, or set aside,” in 
whole or in part, the order of the Secretary (see p. 8, top paragraph of the 
bills). The phrase we suggest is standard on review of regulatory adminis- 
trative orders, e. g., under sections 408 (i) (2), 701 (f) of the Food, Drug, and 
Cosmetic Act. To remold an administrative regulation by “modification” would 
seem to go beyond the judicial function. ) 

It is our view that, with the above-recommended amendments, these two 
bills would establish a workable and effective pretesting control safeguarding 
the interests of consumers, chemical manufacturers, and the food industry alike. 

We, therefore, recommend that the principles and procedures of these two 
bills, modified by the general suggestions made at the beginning of this discus- 
sion and minor technical amendments, be enacted by the Congress. 


(e) H. R. 8748 

This bill in certain provisions resembles H. R. 7605 and H. R. 7606 but in the 
main follows the general pattern of the Pesticide Amendment (Public Law 518) 
enacted by the 83d Congress. 

This bill, too, in the main contains a workable and effective procedural pattern, 
though somewhat more complicated than the one contained in H. R. 7605 and 
H. R. 7606. But, as in the case of the other bills, we believe that certain amend- 
ments are essential in order to provide for an effective pretesting control. 

1. In the first place, the seven amendments recommended for all of the bills 
earlier in this report are applicable to H. R. 8748. In connection with our 
fifth general recommendation for amendment, i. e., that the bill should be 
perfected by barring the use of a new chemical, or of a food bearing or con- 
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taining it, contrary to the restrictions placed upon it by the authorizing regu- 
lation, we note that this bill would erect the bar only until the Secretary “has 
had an opportunity to evaluate [the] report” of the applicant and then would 
seem to suspend the bar until a regulation has actually come into force. At 
that point the bill purports only to prohibit interstate sale, or offer for sale, of 
the new food additive but not of a food bearing or containing it, nor does it 
purport to prohibit introduction into interstate commerce or a sale or holding 
for sale after the interstate movement has ended (see section 409 (a) and (k)). 

2. The basic definition of the term “food additive’ contained in the first 
sentence of paragraph (s) beginning on page 1) is in our judgment too limited 
in that it omits, perhaps inadvertently, any substance which is not intended 
to affect the quality or property of the food in connection with which it is to 
be used but which is used for some other purpose in manufacturing, producing, 
processing, packing, wrapping, transporting, or holding the food. When a sub- 
stance so used becomes or could reasonably be expected to become a component 
of the food, though not intended to alter its quality or property, the reason for 
the pretesting requirements is as much applicable to such a substance as to one 
intended to affect the nature of the food itself. 

3. The exemption of “any substance approved for use in food by or under 
this act” (p. 2, lines 8, 9) is appropriate, we believe, if it is made clear that it 
applies only while such approval under the act remains in effect. 

However, the proposed exemption of ‘‘a food additive in use prior to January 1, 
1956, which presents no reasonable probability of injury to health,” would seem 
to be inappropriate as stated. The basic definition of “new food additive,” 
which excludes from the bill any additive recognized as safe among experts 
qualified by scientific training and experience to evaluate the safety of food, is 
fully adequate to remove from the controls of the bill any substance so recog- 
nized among scientific experts and in use at the time of enactment of the bill, 
whether this recognition is based on scientific procedures or on prolonged use 
of the substance in or on food. We therefore recommend deletion of the above- 
mentioned exemption. 

40. Also, we believe that the word “generally” should be inserted on page 2, 
line 2, of the bill before the word “recognized,” so as to make clear that a food 
additive will not be automatically exempt merely because some experts consider 
it safe but only when it is “generally recognized” among experts as safe. The 
other bills covered by this report so provide. 

5. For the reasons stated above in commenting upon H. R. 8275 and H. R. 
3271, we believe that the definition of the term “safe for use” in H. R. 8748 (p. 2, 
paragraph (t) does not offer an acceptable safety standard, especially for 
poisonous or deleterious food additives, and that, moreover, in the case of 
additives which are not plainly harmless the law should require that the additive 
serve some useful purpose. 

6. The bill would require the Secretary, after completing his evalnation of the 
additive, to issue a regulation “establishing the use of a new food additive” or, 
in cases in which the matter has been referred to an advisory committee, to 
issue a regulation “specifying the terms of use of the new food additive, and 
stating the reasons therefor, or exempting the new food additive from the neces- 
sity thereof.” Similarly, the bill (p. 9, lines 13-15) would require the Secretary 
to issue a regulation after completion of a hearing under section 409 (f). 

We assume that the above-mentioned reference to exemptions in the bill was 
inadvertent. While the Secretary should have express statutory authority to ex- 
empt any new food additive and any food bearing or containing it when in his 
opinion such exemption is consistent with the protection of the public health, 
this matter should not, we believe, be subject to the formal procedures estab- 
lished by the bill. On the one hand, there is no reason why applicants should 
have to go through the time-consuming procedure outlined in the bill in order 
to get an exemption which the Secretary desires to grant in any event. On the 
other hand, if the Secretary should decline to grant an exemption outside the 
framework of the formal procedure, the applicant could apply for a regulation 
under the bill permitting the use of the additive under the terms and conditions 
specified by the applicant, and could obtain judicial review if the Secretary 
disagrees. 

More importantly, however, the above-mentioned provisions of the bill should, 
of course, be revised to permit the Secretary to refuse to issue any regulation 
permitting use of the additive when the Secretary considers such use unsafe. 
This was in effect done in the pesticide amendment, which authorized the estab- 
lishment of a tolerance at “zero level.” 
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If H. R. 8748 is revised as above recommended and subject to any technical 
amendments that would be necessary, we believe that enactment of either this 
bill, or of H. R. 7605 and H. R. 7606 (with our recommended amendments), 
would accomplish their common objective of consumer protection with full pro- 
tion of other interests concerned. 

The CHarrmMan. The committee will stand adjourned until 2:30 
this afternoon. 


(Whereupon, at 11:45 a. m., a recess was taken until 2:30 p. m.) 
AFTER RECESS 


The Cuatrman. The committee will come to order. 

Our next witness will be Mr. L. S. Hitchner, the executive secretary 
of the National Agricultural Chemicals Association. 

Mr. Hitchner, as I stated at the conclusion of the morning session, 
wherever it is possible to cooperate in introducing the statement in 
the record, it will help the committee and will be greatly appreciated. 
However, take whatever time you think is necessary. 


STATEMENT OF LEA S. HITCHNER, EXECUTIVE SECRETARY, 
NATIONAL AGRICULTURAL CHEMICALS ASSOCIATION 


Mr. Hitcuner. Mr. Chairman, I will be glad to comply with your 
request, and my statement will be very short. 

The Cuarrman. I do not want to shut you off. I am just sug- 
gesting that wherever we can do that, it would be helpful. 

Mr. Hircuner. My name is Lea S. Hitchner, executive secretary of 
the National Agricultural Chemicals Association. The members of 
the association produce and distribute more than 85 percent of the 
agricultural pesticides produced and used in the United States. 

I am appearing at this hearing to testify on only one feature of the 
proposed legislation which may affect pesticides. I am not acquainted 
with the problems of the industries which have a direct interest in this 
legislation now being considered and we in no way represent any 
section of the chemical industry other than nonpesticides. 

Very briefly, the only reason I am asked to appear at all is to be 
sure we have no overlapping between this legislation and the pesticide 
legislation passed at the last session. 

In reviewing the bills, several of them we believe do not take us 
out completely so that we would have a dual control, and I am very 
hopeful that the committee in reviewing this legislation and making 
amendments be sure that the wording is such that the pesticides do 
not overlap with this legislation. 

In a previous Congress, your committee, after very careful consid- 
eration and a great amount of study favorably reported H. R. 7125 
introduced by Congressman A. L. Miller, which is now Public Law 
518 of the 83d Congress, and section 408 of the Food, Drug, and Cos- 
metic Act. 

This law regulates pesticide residues in or on raw agricultural com- 
modities. 

This legislation met with the approval of the Congress, the industry 
and agricultural organizations, as well as with the Department of 
Health, Education, and Welfare and the Department of Agriculture. 

Much progress is being made in carrying out the objectives of the 
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legislation, that is, the protection of the food supplies of the country 
as regards the use of pesticides. 

This legislation already passed assures the public of a safe food sup- 
ply insofar as the use of pesticides is concerned, and it clearly distin- 
guishes between pesticides, which are necessary for the production of 
our food supplies, and chemical additives, which are the subject of the 
present bills you are now considering. 

The legislation already passed was actively supported by the pesti- 
cide industry even though it placed a heavy additional financial burden 
on the manufacturers of these products. 

Some of the bills which you have under consideration we believe 
unintentionally conflict with the provisions of Public Law 518 and in 
some cases subject as to dual control and expense. 

To place pesticides under the pending bills would confuse and nullify 
the administration and the operation of the law already in effect and 
would definitely jeopardize the supplies of pesticides. 

More important, it would defeat the objectives of the previous 
Congress which established a separate section in the law for the control 
of pesticide chemicals and separated them from chemical additives. 

As a part of this statement, we are attaching suggested amendments 
to the various bills which would eliminate the duplication above re- 
ferred to by removing pesticides from the scope of the bills. 

We would greatly appreciate your review of these recommendations. 

Our objective is to assure that the new legislation now being consid- 
ered clearly avoids any overlapping with Public Law 518, 83d Con- 
gress, already incorporated as section 408 of the Food, Drug, and 
Cosmetic Act. 

Now, on the last page of my report we have made recommendations 
for your consideration as to how these can be taken out by simply 
inserting in places certain other wording the following: 


The term does not include pesticide chemicals, 


I am just going to make an example of why we are asking for that 
exemption. 

We are now operating under the pesticide amendment. We are 
spending a great amount of money in research to comply with it, and 
after we get a tolerance on a raw agricultural commodity, we do not 
yay want to have to go through the expense of duplicating it on a 

ood. 

In other words, if a cabbage is safe at so many parts per million, 
if it is made into sauerkraut, we would like that to carry on through 
into sauerkraut as is now done by regulation of the Food and Drug 
Administration. 

The Cuatrman. And each one of your amendments would simply 
make it clear that this bill, if enacted, does not overlap with the pesti- 
cide? 

Mr. Hitcuner. That is correct. 

The CHarrman. You have submitted your amendments and the 
ne tea to which they should be adopted, and we thank you very 
much. 

Are there any questions ? 

I think you have done a very concise job in pam to the com- 
mittee your position and we thank you very much. 
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The proposed amendments will be incorporated in the record. 
(The information referred to follows:) 


PROPOSED AMENDMENTS AND EXPLANATORY COMMENTS ON PENDING CHEMICAL 
ADDITIVE BILLs 


Several of the pending chemical additives bills overlap in operation with Pub- 
lic Law 518, 88d Congress, 2d session. Under this amendment to the Food, Drug 
and Cosmetic Act, the Secretary of Health, Education, and Welfare is authorized 
to establish tolerances for pesticide chemicals which are used in the production, 
transportation, or storage of raw agricultural commodities. 

Pursuant to this authority, the Secretary has established many such tolerances 
and voluminous research data have been presented to the Food and Drug Ad- 
ministration on additional pesticides on which tolerances will shortly be estab- 
lished. 

This amendment covers residues of pesticide chemicals on or in raw agricul- 
tural commodities. Pesticide residues in processed foods are subject to sections 
402 and 406 of the Food, Drug and Cosmetic Act. The Food and Drug Admin- 
istration has issued a regulation (title 21, CFR (1956 supplement), part 120, 
section 120.1 (f)) relative to the legality of pesticide residues in processed foods 
resulting from the presence of residues on raw agricultural commodities. 

H. R. 7605, H. R. 7606, H. R. 7607, H. R. 7764, H. R. 8271, and H. R. 8275 would 
overlap with the existing provisions of the Food, Drug and Cosmetic Act as they 
pertain to pesticides by subjecting pesticidal chemicals to all the provisions of 
the existing law and the proposed law and regulations issued thereunder. 

Pesticide chemicals intended for use on raw agricultural commodities and 
in foods processed from such raw agricultural commodities are now controlled 
by the Food, Drug and Cosmetic Act. To subject these to further legal require- 
ments would result only in duplication, confusion, excessive and unnecessary 
cost, both to the Government and industry, without any further guaranty of 
safety to the consumer. 

The amendments which are required to remove this overlapping jurisdiction 
are as follows: 

H. R. 7605: Amend paragraph(s) by striking out “In or on raw agricultural 
commodities” as it appears at lines 7 and 8 of page 2 and inserting a period in 
lieu thereof so that the last sentence would read: “The term does not include 
pesticide chemicals.” 

H. R. 7606: Amend paragraph(s) by striking out “in or on raw agricultural 
commodities” as it appears at line 7 of page 2 and inserting a period in lieu 
thereof so that the last sentence would read: “The term does not include pesti- 
cide chemicals.” 

H. R. 7607: Amend paragraph(s) by striking out “in or on a raw agricultural 
commodity” as it appears at line 8 on page 2. 

H. R. 7764: Amend paragraph(s) by striking out “in or on a raw agricultural 
commodity” as it appears at line 8 on page 2. 

H. R. 8271: Amend paragraph(s) by striking out “in or on a raw agricultural 
commodity” as it appears at lines 7 and 8 on page 2. 

H. R. 8275: Amend paragraph(s) by striking out “in or on a raw agricultural 
commodity” as it appears at lines 6 and 7 on page 2. 


The Cuairman. The committee will be very glad to hear from Mr. 
John A. Gosnell, representing the Adhesive Manufacturers Associa- 
tion of America. 


STATEMENT OF JOHN A. GOSNELL, ON BEHALF OF THE ADHESIVES 
MANUFACTURERS ASSOCIATION OF AMERICA, NEW YORK CITY 


Mr. Gosnevi. Mr. Chairman and members of the committee, my 
name is John A. Gosnell of the firm of Hawes & Gosnell of Wash- 
ington, D. C. I represent the Adhesives Manufacturers Association 
of America. 

The adhesives industry consists generally of small firms, approxi- 
mately 80 in number, and setasmatidelly the industry is distributed 
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throughout the Nation. This industry manufactures the adhesives 
used in the manufacture of food containers, and many different types 
of adhesives are required for that purpose. 

At the outset I would like to make it clear that the packaging in- 
dustry is not attempting to influence the policy of food additive leg- 
islation. I wish to make two points, very important points we think, in 
explaining the reasons why we are concerned by this legislation. 

We are involved because the definitions of the term “new food addi- 
tive” in all of the bills, except H. R. 8748 by Dr. Miller, cover pack- 
aging materials as well as deliberate food additives. 

“We are concerned here with package components, those materials 
used in the manufacture of packaging materials and which are not 
intended to alter any quality or property of food. 

There is a material difference in degree of importance from a 
public-health standpoint between deliberate food additives and pos- 
sible trace migration of packaging components, most of which do not 
even come into contact with the food. 

I wish to make it perfectly clear that what we are about to sug- 
gest is not aimed at any lowering of the standard of care to be exer- 
cised with respect to packaging materials. 

The language of most of the pending bills provides for mandatory 
pretesting and submission of test data on any substance not gener: ally 
recognized by qualified experts as being safe. This catches the pack- 
aging industry on a technicality. It is ordinar y practice for the pack- 
aging industry to fully test food-packaging material where there is 
even a remote ‘possibility of effect on food, but the pending bills leave 
no room for a commonsense appraisal of the situation on the basis of 
whether a hazard to health is presented. Pretesting is required arbi- 
trarily if the substance is not generally recognized “by the experts as 
being safe. 

There are in use in the packaging field literally thousands of formu- 
lations used in the manufacture of adhesives, coatings, paper, paper- 
board, transparent film, foil, et cetera. 

The never-ending flow of improved materials for sanitary packag- 
ing requires continual changes in formulation. And it is very un- 
likely that it could be established that a particular item is generally 
recognized as safe by the experts, because a new material or a new 
formulation can have no general recognition. 

We doubt if it was intended that pretesting be indiscriminately 
required without regard to whether a hazard to health is involved, 
but this is the technical effect of the pending bills. The expense of 
broadside pretesting to industry—and by broadside I mean the full 
range of scientific pretesting without regard to whether or not, first, 
appraising the situation on a practical basis to see whether there i 1s 
any need for this substantial expenditure—would be prohibitive and 
the Food and Drug Administration would be overwhelmed with re- 
ports on insignificant trace inv estigations of no practical value. 

Our problem lies in the words “ faa recognized.” These gems 
of ambiguity were included in the definition of new drugs in the 
Federal ood, Drug, and Cosmetic Act of 1938. 

As used in connection with drugs these words may have special 
meaning, but as proposed in the pending bills they present some grave 
questions. 
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I have endeavored to find out what the origin of the use of these 
words in that act was, but I was unable to pin it down. I suspect, 
however, that the word “recognize” first came into use in connection 
with the Drug Act in connection with drugs recognized by the Na- 
tional Formulary and the United States Pharmacopeia as having 
certain standing. 

Be that as it may, these loose words, which no lawyer, judge, or 
administrator can postsibly define, under most of the pending bills, 
prescribe the jurisdictional fact which determines the application of 
this law. And this law is one that involves possible criminal 
penalties. 

This language permits a criminal prosecution under a law invoked 
on the basis of personal opinion. This does violence to our traditional 
concepts of legal procedure. 

In practice, I believe it is fair to say that “generally recognized,” as 
this law is now administered, means that the Food and Drug Adminis- 
tration determines that question and industry has no opportunity to 
contest the application of the law. So far as I know, that wording has 
never been attacked in the courts since the passage of the 1938 act. 

Another objection to the words “generally recognized” is that they 
have the effect here of restricting the rules of evidence. In contest- 
ing the application of the law, only evidence bearing upon general 
recognition by experts would be admissible although other relevant 
facts might be in existence. The real issue should be whether or not 
the use of a substance presents a reasonable probability of injury to 
health, and all relevant evidence, including expert testimony, should 
be admissible. 

And it is certainly true that no new substance can qualify as being 
used to a materia] extent or for a material length of time, which is 
the ordinary or usual connotation of the words “generally recognized.” 

Furthermore, since industry would have the burden of proving 
that a substance is generally recognized as safe by qualified experts, 
the net result is to throw everything new under the law if the Gov- 
ernment objects to its use. In effect, the administrative agency is 
enabled to decree what shall be under the law. 

The foregoing points are serious matters of basic legality and ad- 
ministrative policy to which I hope this committee will give due con- 
sideration. We therefore strongly urge the committee to carefully 
consider the language that determines the application of this law. 
We believe that the law should provide an opportunity for industry 
to contest the application of the law and to get into the record expert 
opinion on the issue of whether a reasonable probability of hazard 
to health is presented. 

The preference of the Food and Drug Administration for the words 
“generally recognized” is no doubt based on the difficulty of proving 
that a substance may be injurious to health, but the words “generally 
recognized” make the application of the law virtually a matter of 
administrative determination. 

Admittedly, the appraisal of a new substance for safety will have 
to depend largely on the subjective process, that is, the opinion of 
qualified experts. 

There will, of course, be conflicts of opinion, but the law should 
provide an opportunity for industry to contest the application of the 
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law, and to get in the record expert opinion on the issue of whether 
a reasonable probability of hazard to health is presented. 

Such a provision in the law would make a fair contest, allowing 
all relevant evidence to be introduced and permitting an appraisal 
on the basis of the weight of the evidence. 

We respectfully request therefore that the final bill, if any, be 
made to apply to any new food additive that presents a reasonable 
probability of injury to health, or other specific Lenenian of that type. 

Mr. Dies. You would eliminate the words “generally recognized” ¢ 

Mr. Gosnetu. Yes, sir, and substitute the fact ultimately to be 
proved by expert testimony or otherwise. 

Mr. Dres. Has that language ever been used in any other act? 

Mr. Gosne.u. If it has been used in any provision except the new 
drug law, I do not know of it. 

Mr. Dries. It is very, very vague and indefinite. I do not see how 
anyone could tell whether you came within the law or not. 

Mr. Gosnetu. The net result, as I have said, is to throw everything 
new under the law if the Food and Drug Administration objects to it. 

If such a change is made this technical packaging problem is re- 
solved ; but, if this suggestion is not acceptable, we request that any 
substance not intended to alter any quality or property of food be 
excepted from the definition of “new food additive’ ’in the final bill. 

In Dr. Miller’s bill, the definition of “new food additive” excludes 
all of the unintentional or accidental residues which might get into 
food and leave them under section 406 (a). 

If the committee should prefer that bill, it should be understood 
that all of the unintentional residues and accidental contaminants 
that may get into foods from whatever source would fall under that 
section. 

That brings up another problem which is very necessary to discuss 
and one that affects all of the industries involved in this legislation. 

It will be noted that all of the pending bills avoid any mention of 
section 406 (a) of the Food, Drug, and Cosmetic Act and all of the 
bills carefully remove the food additive problems from the scope 
of that section. The effect of this action is to virtually nullify section 
406 (a), particularly in view of the enactment of section 408 relating 
to pesticidal residues. It is not likely that this move, which amounts 
to emasculation of section 406 (a), will receive the endorsement of 
FDA, because it has been a very powerful weapon. 

This section is currently known as the per se section and the Gov- 
ernment feels compelled to construe it to prohibit the presence in 
food of even trace amounts of any substance which the Government 
regards as poisonous or deleterious per se without regard to the ques- 
tion of quantity or without regard to whether a hazard to health is 
involved. I say traces of any substance which the Government regards 
as poisonous or deleterious per se because the words “poisonous and 
deleterious” are not defined and I will say more about that in a moment. 

One Federal district court has embraced this argument, apparently 
overlooking the fact that the basic jurisdiction of the FDA in this 
area is dependent on the existence of a hazard to the public health. 

In any event, the use of many new substances has been prohibited 
under this section, and industry has been required to spend considera- 
ble sums of money on research when, in many cases, the quantity was 
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negligible and as a practical matter no hazard to the public health 
was involved. 

It is frequently stated that Congress intended the language of 
section 406 (a) to prohibit even one molecule of a poisonous or deleteri- 
ous substance, which Congress did not define, regardless of whether 
there is a hazard to health unless the substance is required in produc- 
tion or cannot be avoided ; that is, the language of that section 406 (a) 
which is appended to my statement. 

The opening statement of that section reads: 

Any poisonous or deleterious substance added to any food except where such 
substance is required in the production thereof or cannot be avoided by food 
manufacturing practice shall be deemed to be unsafe for the purposes of the 
application of section 406 (a). 

The legislative history, however, does not reveal that this was the 
intent of Congress. The legislative record shows that when this sec- 
tion was discussed there was some reference to protection of the public 
health, almost on every occasion, or that the section provided assurance 
that when the product containing the substance reached the consumer 
it would be safe for human use. 

There would appear to be no basis for the conclusion that Congress 
intended to authorize the prohibition of a substance, without consid- 
eration of quantity or without regard to the existence of a hazard. 

There is no definition of the term “poisonous or deleterious” in the 
act because no one has ever been able to draft one that is satisfactory. 
The word “poisonous” is not definable, and I might point out that it 
is a very malicious word, because every time it is used it carries a con- 
notation of danger to the public health. The word is certainly not 
definable without consideration of the matter of quantity. 

There is a respectable body of scientific opinion to the effect that 
@ poison cannot exist in a vacuum and that, depending on quantity, 
everything can be poisonous, or that nothing is poisonous. 

Furthermore, industry cannot prove that any substance is “required 
in the production” or that it “cannot be avoided.” This arbitrarily 
forecloses the use of many improved products. 

It is our contention that these words originally were aimed at the 
pesticide problem and now that there is a pesticide law, we feel that 
this section should be appropriately revised at least to the extent 
that industry can meet its requirements. 

It is apparent that as presently administered, this section repre- 
sents an unnecessarily high degree of restrictive control, and since 
all industries are affected, we consider it necessary to propose an 
amendment to 406 (a) which is long overdue. 

Failure by Congress to amend this section 406 (a) while consider- 
ing amendments relating to new food additives would be to deny to 
the public the many benefits of improved technology which have ad- 
vanced food distribution from the insanitary cracker-barrel era to the 
conditions of safety, cleanliness, and quality of today. 

We therefore propose that section 406 (a) be revised as follows, and 
that such revision be made a part of whatever food additive bill the 
committee may see fit to endorse. This suggested revision of 406 (a) 
is very brief and I will read it. 

Any poisonous or deleterious substance not intended to alter any quality or 


property of food when present in or on food in a quantity which presents a reason- 
able probability of injury to health shall be deemed to be unsafe within the 
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meaning of this section. "When the Secretary finds that such a substance is 
unsafe, he may, on his own initiative, or within ninety days after a petition 
therefor filed by any interested party, promulgate regulations limiting the 
quantity of any residue which may appear in or on food to such an extent as may 
be reasonably necessary to protect the public health. Food bearing or contain- 
ing any residue within the prescribed limits of any such regulations shall not 
be deemed to be adulterated thereby. This section shall not apply to a new 
food additive or to a pestticide chemical in or on a raw agricultural commodity. 

We have left the Government in full control, but we have taken 
out only the sections which industry cannot possibly meet and which 
we feel were originally aimed exclusively at the control of pesticidal 
residues, which are now covered by another section of the law. 

In closing, I would like to emphasize that the packaging industry 
has a perfect record for safety and that it has achieved a high degree 
of cooperation with FDA in respect to the safety of new developments 
in the packaging field. 

I appreciate this opportunity to be heard. 

The Cuarrman. Thank you very much, Mr. Gosnell. 

Are there any questions / 

Mr. Dies? 

Mr. Dies. No questions. 

The CuHarrman. Mr. O’Hara? 

Mr. O’Hara. Mr. Gosnell, I approach with sympathy the point 
made by your industry. On the other hand, is it not true that a food 
which was free of toxic quality when it was processed could become 
toxic from chemicals in the packaging of that food ? 

Mr. Gosne.u. Oh, yes, indeed; and we have no quarrel with regula- 
tory control over that problem. The only difference is in degree of 
importance. In connection with the first appraisal of packaging ma- 
terial, there is, first, a question of ordinary judgment as to whether 
the situation justifies the expenditure of substantial sums of money 
on research. 

Consideration would be given first to whether or not the package 
is composed of stable or inert products. The question of solubility 
would be considered, solubility in water or in fat. After that pre- 
liminary examination and a report from the technical people involved, 
if it was found that there was no migration of any of the packagin 
material into the food, certainly there would be no occasion to expen 
considerable sums on research. 

Now, that practical hurdle is the one that concerns us—whether 
there is any question of hazard to health—and we want an opportu- 
nity to argue that out with the Food and Drug Administration. Our 
contention is that to base the mandatory pretesting on lack of general 
recognition gives us no opportunity to apply first the rules of common- 
sense in looking over a given situation. 

Mr. Dres. Will the gentleman yield ? 

Mr. O’Hara. Surely. 

Mr. Dies. You are simply saying that under the bill as written they 
define an ingredient in there as harmful, deleterious, or poisonous, no 
matter how slight it is. 

In other words, it would require you to go through all the pre- 
testing ? 

Mr. Gosnet. Surely. 
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Mr. Dies. All you want to do is to have a more reasonable standard, 
and that they have to go further and show that it is reasonably calcu- 
lated to be harmful. 

Mr. Gosnett. Yes. We have no objection to what you mention. 
It is on the basis of the fact that on recognition we could, if pushed 
by excessive zeal on the part of the Government 

Mr. Dies. You think the test should be whether or not the presence 
of that trace 

Mr. GosneELt. Presents a question of hazard. 

Mr. Dries. And not just the existence of it ? 

Mr. Gosnetu. That is correct, sir. 

Mr. Dirs. Otherwise, you would be required to go through many 
expensive tests ? 

Mr. Gosnetu. It would put plenty of our small companies out of 
business if we had to do that as a matter of course. 

Mr. Dries. Well, if you strike that “generally recognized” from the 
bill, what language do you think ought to be substituted ? 

Mr. Gosnetu. I think that is a matter that legislative counsel and 
the rest of us should think out, but I think it should be defined on a 
sensible legal basis. 

It probably can be worked out but is not going to be an easy job. 

Mr. Dies. What if you just exempted products that have been in 
common use? 

Mr. Gosnetu. The trouble is that there are so many new ones. 

Another complicating factor is that, in some of the new materials 
of the plastic type, the end result of the combination of a lot of chem- 
icals forms a new chemical that is not even understood. It may be 
inert and does not get into food. 

Mr. Dies. Of course, the Food and Drug Administration would still 
have plenty of authority there ? 

Mr. Gosnetu. We are not trying to get out from under control. 
We do not want to be in technical violation. 

Mr. Dies. The point I am making is this: That if you had a cutoff 
date, even though everything in common use was exempted, that does 
not impair the power of the Food and Drug Administration to step 
in and stop something bad. It would simply provide that all this 
prior product would not be required to be pretested ? 

Mr. Gosnetu. We have the problem on both the old products and 
the the new. 

Mr. O’Hara. This is also true, in fairness, to the rest of the indus- 
try affected by this proposed legislation. It is certainly going to sub- 
ject most of them, if not all of them, to certain pretesting of a lot of 
things that probably do not exist in the law today as it is. It is going 
to be a matter of harassment to some degree to the whole industry. 

The difficulty is in trying to protect the public without unduly 
harassing the industry, and I have never been one for that, and yet I 
do share the desire to see the best job possible. 

The bills that Mr. Priest and I have introduced would not sub- 
ject the industry to a great deal of litigation that does not exist at 
the present time; that is true, is it not, Mr. Gosnell? 

Mr. Gosnetu. That is right. 

Still, there is no record of any great hazard. 

Mr. O’Hara. I appreciate the practicalness of the situation you 
suggest. 
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Mr. Gosnetu. The practical point is all that I wish to emphasize. 

The Cuarrman. Any further questions ? 

Mr. Hayworth ? 

Mr. Harwortu. Yes, Mr. Chairman. 

You have objected to the words “generally recognized,” and the 
only suggestion you make for improvement, I believe, is at the bot- 
tom of page 4 woke the top of page 5; am I right in this? 

Mr. Gosnetu. Yes. 

Mr. Hayrwortu (reading) : 

We respectfully request, therefore, that the final bill, if any, be made to apply 
- 4 new food additive that presents a reasonable probability of injury to 

ea 

Are you suggesting that as being more definite as “generally rec- 
ognized” ? 

Mr. Gosnetu. That is the issue which has to be established by the 
experts. 

{r. Haywortu. You do not feel, though, that this particular state- 
ment you have here is preferable ? 

Mr. GosnetL. No, indeed. I used that language only because it is 
used in the other bill, in the declaratory judgment bill. 

The Cuatrman. Any further questions? 

We thank you very much, Mr. Gosnell. 

Mr. Gosnetu. Thank you, gentlemen. 

The Cuarrman. Next we have two witnesses, I believe, represent- 
ing the American Paper & Pulp Association, Mr. George Boyd, Jr., 
and Mr. Joseph F. Sharp. 

May I inquire if it is the intention of both of you to make state- 
ments ¢ 

Mr. Boyp. We both desire to make short statements. 

The CuatrrmMan. You may proceed. 


STATEMENT OF GEORGE BOYD, JR., ON BEHALF OF AMERICAN 
PAPER & PULP ASSOCIATION 


Mr. Born. Mr. Chairman and members of the committee, my name 
is George Boyd, Jr. I ama member of the law firm of Wise, Canfield 
Sharp & Boyd of New York City, and I am appearing on behalf 
of the American Paper & Pulp Association, which is the overall na- 
tional association for the pulp and paper industry, the fifth largest 
industry in the United States. 

This industry operates in some 38 States, with some 560,000 em- 
ployees of the paper and allied products industry who are dependent 
thereon for their livelihood, to say nothing of upward of 1,600,000 of 
their dependents. 

The payrolls of the industry amount to more than $2,500 million 
a year. The industry had net sales in 1955 of more than $10 billion. 

The paper industry is a growth industry, and constant new uses 
are being found for its many and varied new products. Techno- 
logical progress has been great in the paper industry, and all of the 
improvements and innovations have inured to the benefit of the con- 
suming public. 

At this point I should like to state to the committee that the Ameri- 
ean Paper & Pulp Association specifically endorses the recommenda- 
tions made by Mr. Gosnell on behalf of the Adhesives Manufacturers 
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Association of America, those recommendations being contained on 
page 5 of Mr. Gosnell’s written statement, to the effect that any 
substance not intended to alter any quality or property of food be 
excepted from the definition of new food additive in whatever bill 
in the exercise of its wisdom this committee should see fit to recom- 
mend, coupled with the proposed amendment and revision of 406 
(a) of the act, which is spelled out on pages 7 and 8 of Mr. Gosnell’s 
statement. 

At the outset, we emphasize that the paper and pulp industry does 
not have any problem with respect to the purity and safety of its 
products which are used as or in packaging materials for food. Inso- 
far as these hearings before this subcommittee are concerned, the bills 
being considered deal with new food additives which are primarily a 
matter of concern to the food industry. 

However, the paper and pulp industry has an incidental but vital 
concern in this legislation, inasmuch as the bills contemplate in their 
present form the imposition of substantial economic and administra- 
tive burdens. Even though there has always been the greatest co- 
operation by the industry with the Food and Drug Administration 
with respect to the continual improvements and innovations in the 
food pacakaging, wrapping, and container fields, the amendments 
which would be made by the pending bills, coupled with the prohibi- 
tions of the present section 406 (a) of the act, would, in our judg- 
ment, stultify any progress in sanitary food pacakaging and render 
static the developments which are so essential to a continued improve- 
ment in food distribution to the ultimate consumer. 

The safety of food packaging materials has tremendous importance 
to us in the paper and pulp industry because (1) it is of vital interest 
to public health, (2) it is of vital personal interest to the members of 
the paper and pulp industry because they, together with their families, 
comprise a substantial part of that so vitally interested public, and 
(3) the industry members gain a substantial portion of their liveli- 
hood through the safe packaging of foods. 

Everyone in the industry believes that there is a definite responsi- 
bility to be accepted conscientiously by the manufacturers of food 
packaging material or food packages in distributing the final products 
into the hands of the consumers, and we believe they have and will 
continue to accept their responsibility. Millions of dollars are spent 
annually by our industry on evaluating the public health aspects of 
food packaging material and their basic components. 

It has been stated that it costs over $250,000 for toxicological re- 
search alone before a new pesticide can be introduced on the market. 
These materials are essentially poisons intended for application in 
the soil or to food plants during their growth and production. The 
health hazards involved in the manufacture and application of pesti- 
cides add their residues on foods are readily recognized. Such tox- 
icological work is necessary for the approval of the United States 
Department of Agriculture and to establish tolerances of residues on 
food—in accordance with the pesticide law. 

On the other hand, packaging materials are not poisons. They are 
derived usually from material which with some degree of eer 
can be said to be innocuous. Food packages are not meant to be eaten, 
although they are generally intended to be safe if accidentally con- 
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sumed. If there are practically no extractables from the packaging 
material as used, there should be no problem. 

However, most of the bills before this subcommittee define “new 
food additives” as broadly as possible to cover packaging materials, 
and would require submission of plethora of data to the Food and 
Drug Administration on the part of the manufacturers of packaging 
materials which could serve no useful purpose in insuring the health 
and safety of the consumer considering the extreme care exercised 
by the industry in the manufacture of its products. We doubt if it 
was intended that pretesting be indiscriminately required without re- 
gard to whether a hazard to health may be involved. The expense to 
industry would be prohibitive and the Food and Drug Administration 
would be overwhelmed with reports on insignificant trace residues. 

We, therefore, reiterate our recommendations which I made in 
endorsing these statements made on pages 5 to 7 of Mr. Gosnell’s 
statement, and I should like to state in conclusion that if it were not 
for the use of paper and its products in the packaging of food, the 
tremendous strides in the distribution of food to the consuming public 
could not have been possible of attainment. 

The industry is now and always has been concerned with the purity 
and safety of its packaging products, and it is a result of that concern 
and the technological progress of the industry which give further 
assurance to the continued health, safety, and well-being of the con- 
sumer. 

The amendments which we have proposed to the Federal Food, 
Drug, and Cosmetic Act would, in our judgment, serve to eliminate 
serious and unnecessary burdens which otherwise would be imposed 
upon advancing technology. 

Thank you very much for the opportunity to appear. 

The Cuarrman. Thank you very much for your statement. 

Are there any questions? 

Mr. Dies? 

Mr. Dies. No questions. 

The CHarrman. Mr. O'Hara? 

Mr. O’Hara. Mr. Boyd, I am not a chemist, and perhaps in your 
field you know enough about this to answer. 

Is it possible that a package which of itself is not toxic might con- 
tain something in it which, if it came in contact with the food it pack- 
aged, it might become toxic or subject to being deleterious to health? 

I do not know enough about chemistry, but I do know that sometimes 
a combination of things makes for some strange chemical results. 

Mr. Boyp. Well, Mr. O’Hara, I unfortunately am not a chemist, but 
based upon conversations with some of my chemical friends in the 
industry, for example, I have in my hand here a packet of sugar. I 
believe the sheet is probably a sheet of sulfite paper and it may have 
a little clay in it as a coating matter, and then there is an adhesive 
which keeps the package closed so that the sugar does not drip all over 
this table. 

Now, the adhesive is probably a dextrin base and perhaps it might 
contain as a preservative a substance such as formaldehyde which, 
incidentally, I am told is found in spinach which I am told I should 
eat, or phenol, and the thing is that while anything beyond a certain 
amount might be toxic or might be poisonous, where it is controlled 
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and subject to the rigid tests and controls which obtain in the manu- 
facture of the various products in our industry, I do not think there is 
any likelihood that. any of us in putting sugar in our coffee or tea, 
just to take this as a sample, would find our health impaired. In 
fact, 1 think it might give us a little energy, I believe. 

The CHarrman. Mr. Hayworth? 

Mr. Haywortn. No questions. 

The Cuarrman. Mr. Wolverton ! 

Mr. Wotvertron. No questions. 

The CHarrman. Mr. Heselton? 

Mr. Hesevron. Carrying Mr. O’Hara’s questioning just a point 
further, it is my recollection that some cases are in the books on liability 
established by virtue of the fact that improper bodies were in con- 
tainers, bottles, and things like that. 

Are there any cases on the books that establish liability because of 
improper packaging. 

Mr. Boyp. Answering your question, Mr. Heselton, I am not aware 
of any such cases. There may c I believe that there is one instance 
of lead foil which is not a paper or paper product, but I am not aware 
otherwise. 

I am certainly aware of a great number of cases where there is a 
foreign substance contained in food, but I am sure you are not referring 
to that type of case. 

Mr. Hesevtron. I do not mean the foreign substance. I mean the 
package itself. Has that ever constituted the basis of a successful 
litigation ? 

Mr. Boyp. I am not aware of any, Mr. Heselton. 

Mr. Hesexiron. That is all. 

The Cuamman. We thank you very much. 

Mr. Boyp. Thank you, gentlemen. 

The Cuarrman. Is Mr. Sharp present? 

Mr. Sharp also represents the American Paper & Pulp Association. 

We will be glad to hear from you, Mr. Sharp. If you care to con- 
dense your written statement, it will all appear in the record. 


STATEMENT OF JOSEPH F. SHARP, ON BEHALF OF THE SULPHITE 
PAPER MANUFACTURERS ASSOCIATION, INC. 


Mr. Suarp. Yes, sir. 

Mr. Chairman and members of the committee, my name is Joseph 
F. Sharp. I am a member of the firm of Wise, Canfield, Sharp & 
Boyd, and am making this statement in behalf of the Sulphite Paper 
Manufacturers Association and the Glassine and Greaseproof Manu- 
facturers Association. 

I shall omit certain portions of my printed statement and shall not 
repeat anything that Mr. Boyd said, to the best of my ability, although 
it may touch somewhat on the same problem. 

The membership of the Sulphite Paper Manufacturers Associa- 
tion, Ine., is made up of manufacturers of sulphite and bleached 
kraft wrapping and converting papers, located in all sections of the 
United States, with nationwide distribution. Their total producti 
in 1955 was 530,000 tons, approximately 75 percent of which was used 
for the packaging and wrapping of foodstuffs such as are used for 
products of the baking and meat industries. 
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They are also used by converters for converting into bags of all 
types such as coffee bags and the like, also for drinking cups, grocers’ 
papers, soda straws, and many other specialties. ‘The per capita 
consumption of these types of papers was approximately 614 pounds 
in 1955. 

The membership of the Glassine & Greaseproof Manufacturers 
Association is made up of manufacturers of glassine and greaseproof 
papers, located in various sections of the U nited States with a nation- 
wide distribution. These papers are specialized papers made to meet 
different end-use requirements in the packaging and wrapping field ; 
90 percent of glassine and greaseproof papers are used for packaging 
and wrapping foods, dry beverages oul like products, the other 10 
percent being required ‘for the packaging of chemicals, medicinal 
products, health supplies, sterilized materials of all types, and oil- 
impregnated textiles. 

Other uses include electrical winding and condensers, wrapping of 
ordnance and metal parts when oiled or coated with grease, soap 
and soap powders, tracing paper, and window env elopes. Glassine 
is a transparent paper but can be made opaque, if required. 

Since the organization of the association 25 years ago, the number 
of specialized end uses of these papers has increased greatly and is 
still increasing due to the constant research for new uses. ‘The asso- 
ciation has a technical committee which has for many years carried 
on research concerning these papers. It hag compiled a ‘great deal of 
information concerning them and has not’ found that any of these 
packaging papers harmed or contaminated food. 

At present the association collects statistics on over 40 different 
end uses for which these papers are required. Over 200 million 
pounds of these papers were used in 1955 for packaging or wrapping 
foods, dry beverages, tobacco, and like products. 

During the 25 years that the sulphite and glassine associations have 
been in operation, no instances are known of any concern having 
received any complaints regarding the use of their papers as a result 
of any substance used in them to insure the properties of these papers 
for packaging purposes. 

During this period, it is conservatively estimated that not less than 
15 million tons of paper have been sold by members of these associa- 
tions for packaging fo ods, dry beverages, and tobacco, of all kinds. 

Therefore, the sulphite paper and glassine and greaseproof manu- 
facturing industries oppose any legislation which might require man- 
datory pretesting and submission of pretesting data relevant to these 
packaging papers. There is no condition in these food packaging in- 
dustries which would indicate the necessity or desirability of such leg- 
islation from the standpoint of public health. Since this is so, the 
imposition of a general requirement for the filing of pretesting data 
with a Government agency would impose unwarranted expense and 
hardship upon these industries, and tend to impede scientific devel- 
opment. 

The Sulphite Paper Manufacturers Association, Inc., and the Glas- 
sine & Greaseproof Manufacturers Association approve and subscribe 
to the statement submitted in behalf of the American Paper & Pulp 
Association, the overall national association of the paper and pulp 
industry, concerning the pending legislation being considered at these 
hearings. 
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‘l might also add that we subscribe to the statement of Mr. John 
Grosnell ‘made in behzif of the Adhesives Manufacturers Association. 

Accordingly, therefore, we recommend that substances not intended 
to alter any quality or property of food be excluded from the defini- 
tion of the term “new foo additive.” 

It is further recommended that section 406 (a) of the Food, Drug, 
and Cosmetic Act be amended to read as follows, and it is in the identi- 
-al language proposed by Mr. Gosnell and also supported by Mr. Boyd 
of the American Pulp & Paper Association : 

Sec. 406. (a) Substances other than new food additives. Any poisonous or 
deleterious substance not intended to alter any quality of property of food when 
present in or on food in a quantity which presents a reasonable probability of 
injury to health shall be deemed to be unsafe within the meaning of this section. 
When the Secretary finds that such a substance is unsafe he may on his own 
initiative, or within 90 days after a petition therefor filed by any interested 
party, promulgate regulations limiting the quantity of any residue which may 
appear in or on food to such an extent as may be reasonably necessary to pro- 
tect the public health. Food bearing or containing any residue within the pre- 
scribed limits of any such regulations shall not be deemed to be adulterated 
thereby. This section shall not apply to a new food additive or to a pesticide 
chemical in or on a raw agricultural commodity. 

It is submitted that this amendment to section 406 (a) in whatever 
legislation is enacted, affords more than ample protection to the gen- 
eral public in its purchases of foods packaged or wrapped in papers 
manufactured by the members of these associations. 

T thank you. 

The Crarman. Mr. Sharp, you take the position that assuming 
that the pending legislation is enacted, section 406 (a) should be 
amended for the purpose of clarification. 

Mr. Suarp. Yes, sir; identical language proposed by Mr. Gosnell. 

That also involves, of course, a slight amendment to the definition 
of new product additive, the same as Mr. Gosnell proposed in general 
terms. 

The Cuatrman. Any questions? 

Mr. Dries. As I understand, what you really want is to have the 
test not whether a new additive is deleterious or poisonous but whether 
it is reasonably calculated to be harmful? 

Mr. Swarr. Yes, sir. 

Mr. Dres. You are just shifting it around so that your fact issues 
will be clearly stated. That is what you are going to try to arrive 
at in the end with the experts, whether or not it is hazardous; that is 

the effect of your amendment. 

You just do not want to come in on every conceivable thing and go 
through the red tape? 

Mr. Suarp. That is correct, sir. 

The Cuarrman. Are there further questions? 

Mr. Heselton ? 

Mr. Hesetron. I would like to know whether the two associations 
include all or substantially all of the manufacturers of these kind of 


erpete 
r. Sarr. Yes, they do, all or substantially. 
There are about 31 manufacturers of sulphite papers and they are 
ere, all members of the association, although not all. They 
ave been consulted with respect to this paper and all except one of 
the manufacturers of glassine and greaseproof products are members 
of the Glassine and Greaseproof Manufacturers Association. 
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Mr. Hxseiron. With reference to the total production you gave, 
was that for a domestic consumption alone or is there an export of 
this material ? 

Mr. Suarpr. Very little export of these papers. That is substantially 
domestic consumption ; yes, sir. 

The Cuarrman, Are there any further questions. 

We thank you very much, sir. 

Mr. Suarp. Thank you, gentlemen. 

The Cramman. Our next witness will be Mr. George P. Lamb, on 
behalf of the Waxed Paper Institute. 

The chairman wishes at this point to extend his appreciation to 
the previous witnesses for their effort to condense their testimony 
without leaving out pertinent facts. 


STATEMENT OF GEORGE P. LAMB, ON BEHALF OF THE WAXED 
PAPER INSTITUTE AND THE CROWN MANUFACTURERS INSTI- 
TUTE 


Mr. Lams. My name is George P. Lamb, of the law firm of Cann, 
Lamb, Long, & Kittelle, Washington, D. C. 

I am appearing on behalf of the Waxed Paper Institute and the 
Crown Manufacturing Institute. 

The Waxed Paper Institute and the Crown Manufacturers Insti- 
tute are both very substantial industries in the packaging field. 

All I want to say is ditto to Mr. Gosnell’s testimony and to the 
testimony of Mr. Boyd and Mr. Sharp. 

The Cuamman. Well, you have certainly done a fine job in com- 
plying with my request. I think the committee should fall in line 
with your procedure. 

Teen appreciate your appearance and your statement will appear 
in full. 

Mr. Lame. Thank you, Mr. Chairman. 

(The statement referred to follows :) 


STATEMENT OF GrorGe P. LAMB 


My name is George P. Lamb, of the law firm of Cann, Lamb, Long & Kittelle, 
Washington, D. C. I am appearing on behalf of the Waxed Paper Institute 
and the Crown Manufacturers Institute. 

The Waxed Paper Institute is composed of 24 manufacturers of waxed-paper 
products such as bread wrappers, cereal wrappers and wrapping materials for 
a large number of other food products, in addition to household rolls of waxed 
paper, sandwich bags and other forms of waxed paper which are used to pre- 
serve the freshness of food other than as commercial packaging. 

The Crown Manufacturers Institute is composed of seven manufacturers of 
crowns, which are used as closures for containers for beverages. Perhaps a more 
descriptive term is “bottle caps.” 

I am appearing here today because the members of those two trade associa- 
tions as manufacturers of packaging materials feel very strongly that any 
legislation recommended by this committee should include two provisions— 

1. Define “new food additive” so as to exclude from such definition any sub- 
stance in a packaging material which might only accidentally alter any prop- 
erty of the food packaged therein, as contrasted to a substance which would 
be deliberately intended to alter some property or quality of the food. 

2. Amend section 406 (a) of the present Federal Food, Drug, and Cosmetic 
Act to provide that a poisonous or deleterious substance in a packaging material 
which is accidentally transmitted to the food packaged therein shall be deemed 
to be unsafe only when there appears to be a reasonable probability of injury 
to health therefrom. 
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Both of those recommendations have been presented to your committee in the 
statement of Mr. John A. Gosnell. I see no need to take up your time by repeat- 
ing the reasons contained in his statement as to why it would be in the public 
interest to include these two provisions in any legislation on this subject. 

Both the waxed-paper industry and the crown industry are constantly striv- 
ing to improve their products so as to better protect and preserve the foods 
which are packaged in the products of these two industries. The laudable de- 
sire to protect the consuming public against any possible dangers from inten- 
tional food additives should not be permitted to result in legislation containing 
such broad and sweeping language as to needlessly hamper progress in the 
packaging industry. 

Naturally, it is furthest from the desires of the waxed-paper manufacturers 
and the crown manufacturers to include any chemical in their products which 
would in any way endanger the health of the public, and I do not think that any 
of the proponents of this legislation would suggest for a minute that there is 
any likelihood whatsoever that either of these industries would do so. I wish I 
could take the time to tell you of the extreme care exercised by the technical 
men in these two industries in their research with respect to new components 
of their products. In any event, to the extent that there is any hypothetical 
possibility that some new chemical incorporated into waxed paper or a crown 
and coming in contact with food might endanger the health of a member of the 
public, we feel sure that the language for an amended section 406 (a) as pro- 
posed by Mr. Gosnell would provide ample protection. 


The Carman. At this point the Chair will ask unanimous con- 
sent that a statement on behalf of the General Federation of Women’s 
Clubs may be filed by Mrs. A. Paul Hartz, Jr. She had expeected 
to testify tut was unable to get here, and asked permission to include 
her statement in the record. 

Mr. Hesetron. Mr. Chairman, would you indicate whether it is in 
support of any particular bill or amendment? 

The Cuatrman. The Chair has not been informed of what her 


position is, but she has asked permission to file the statement. 
Without objection, her statement will be included. 
(The statement referred to follows :) 


STATEMENT OF Mrs. A. Paut Hartz, CHAIRMAN, LEGISLATION Division, GENERAL 
FEDERATION OF WOMEN’S CLUBS 


I am Mrs. A. Paul Hartz, chairman of legislation, of the General Federation of 
Women’s Clubs, which was chartered by Congress in 1901. This is an organiza- 
tion with a direct membership of 850,000 women and an affiliated membership of 
5 million women in the United States. 

The General Federation of Women’s Clubs is grateful for the privilege of 
appearing before this committee during its deliberations on the problem of chemi- 
eal additives in food. The field of pure food and drugs has engaged the continu- 
ing interest of our membership since well before the turn of the century. When 
Dr. Harvey W. Wiley was carrying to a successful conclusion his 25-year cam- 
paign for a Federal food law which resulted in the Pure Food and Drug Act of 
1906, he was deeply aware of the role the general federation had played. We 
are proud that Mrs. Harvey Wiley served as chairman of legislation for this 
organization for a number of years and that she is still an active clubwoman in 
the District of Columbia and still as interested in pure food and drugs as when 
she worked with her distinguished husband. 

Mark Sullivan in his history Our Times, chapter 27, said: “The women of the 
country were ripe for the crusades. Enough of them had lived through the 
transition from home and village food industry to large-scale corporation food 
industry to know the taste, odor, and sight of pure products of nature and to 
recognize that in what they were now obliged to buy, and what they could not 
avoid feeding to their children, there were elements new and mysterious and 
therefore disquieting. These women, by the support they gave Dr. Wiley, by 
the pressure they brought upon Congress * * * without votes, without even 
thinking they needed votes, did a work greater than anything women accom- 
plished or attempted during the 8 years after women got the suffrage in 1919.” 
Methods of commercial food processing in those days were primitive indeed com- 
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pared with those of today, but many of the same problems remain—they only 
differ in number of complexity. 

Our membership is largely composed of homemakers who are delighted with 
the many time- and labor-saving advances in the preparation of food, but they 
are still primarily concerned with its purity and its safety. Perhaps the problem 
of chemical additives in foods will never be completely solved, for surely new 
discoveries in chemistry and food technology will continue to enlarge and 
diversify the national food supply. Chemicals used in producing and marketing 
our everyday food supply are promoted as stabilizers, preservatives, disinfectants, 
antiodicants, extenders, tenderizers, emulsifiers, growth promoters, fumigants, 
herbicides, defoliants,, fungicides, bleaches, sweeteners, conditioners, colors, and 
flavors, to mention only a partial list. The presence, even in minute quantities, 
of these often mysterious chemicals produces not only the uneasiness of our 
grandmother’s day but a very real fear that chemicals in our food may readily 
accumulate to the point of danger. 

The General Federation of Women’s Clubs makes the following recommenda- 
tions concerning the inclusion of chemical additives in food: 

1. Any chemical additive permitted in food should be beneficial in some way 
to the consumer. Since the only practical way to test these chemicals is on 
animals, it follows that there may still remain a slight degree of risk to humans 
which is not justifiable unless the additive improves the product or makes it 
more readily available. Additives which are used merely for advertising pur- 
poses and have no substantial use to the public should be disapproved. 

2. When deciding whether an additive should be permitted or not, the Gov- 
ernment should be able to take into account the total amount of a chemical the 
consumer will be likely to obtain from all sources. The law should also provide 
for limiting the amount of an additive that is permitted in any particular food. 

3. The law should provide complete coverage—no exemption of any product 
when there is a question of its safety for human consumption. The law should 
take into account that research may bring to light new facts about a material 
which may necessitate reinvestigation of its safety; therefore, prior use should 
not in itself be a basis for exemption. 

4, The procedure for administration of the law should be practical and not 
have the effect of preventing the application of the law. Burdensome require- 
ments on industry should be avoided, but the manufacturer of the chemical pro- 
posed for use in food should have the responsibility of showing that it will not be 
harmful to the consumer. The philosophy of the pesticide amendment, if applied 
to chemical additives, would, we believe, put the burden of proof of safety upon 
the manufacturer where we feel it must rest when the whole field of food tech- 
nology is expanding so rapidly. The Food and Drug Administration cannot 
possibly cope with this tremendous expansion without the whole-hearted coopera- 
tion of the food industry. 

The General Federation of Women’s Clubs urges unending vigilance lest small 
quantities, when not regarded as a total unit, become a serious threat to the 
health of the consumer, and particularly to the consumer who may have a known 
or unknown allergy to a particular chemical. 


The Caatrman. The Chair will at this point ask unanimous con- 
sent that statements may be filed by request when presented to the 
chairman if they are pertinent to the questions under discussion by 
the committee. 

The Chair understands that 1 or 2 witnesses who appeared before 
the committee yesterday desire to submit a supplementary statement 
in —pmnuee of 1 or 2 legal points. That request will be granted, 
and that may be made a part of the record just as soon as it is received 
by the committee. 

‘oe far as the Chair is informed, that concludes our witnesses for 
the day. 

It is the purpose of the committee, beginning tomorrow morning 
at 10 eee to hear the Food and Drug Administration; and we 
hope that we can all be here as promptly at that hour as possible. 

The committee stands adjourned until 10 o’clock tomorrow morning. 

(Whereupon, at 3:45 p. m., the subcommittee recessed, to reconvene 
at 10 a.m., Friday, February 3, 1956.) 
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FRIDAY, FEBRUARY 3, 1956 


Houses or REepresENTATIVES, 
SUBCOMMITTEE ON HeattH AND SCIENCE OF THE 
CoMMITTEE ON INTERSTATE AND ForeEIGN CoMMERCE, 
Washington, D. C@. 

The subcommittee met at 10 a. m., pursuant to recess, in room 1334 
of the House Office Building, Hon. J. Percy Priest (chairman) pre- 
siding. 

The Cuarmman. The subcommittee will come to order. 

May the Chair state that when the committee adjourned yesterday 
it was the intention at that time to hear the Food and Drug Adminis- 
tration this morning. Within an hour after the committee adjourned, 
I learned that Commissioner Larrick was fogbound because of a 
grounded plane, of all places, in my own hometown. We do not 
have many fogs down there, but when we do have them they are 
whoppers. Mr. Larrick was not able to get a plane out. 

The Chair will announce, also, that yesterday afternoon the name 
of Mr. George D. Riley, representing the A. F. of L.-CIO, and also 
the name of Mr. Jack Jennings was called. The Chair at that time 
stated that they would have permission to file statements. 

It was my understanding later that these gentlemen had not been 
properly notified of the afternoon session, and the Chair will be very 
happy to hear them this morning. 

It is now the intention to hear the Food and Drug Administration 
on the 14th of February. We have run into other schedules that 
previously have been announced. 

The Chair will state also that any witnesses who appeared before 
the subcommittee, and desire to check the record on their own re- 
marks for any errors that might have been made may do so by apply- 
ing to the Clerk, Mr. Layton. 

The first witness will be Mr. George Riley. Mr. Riley, I am sorry 
that you did not have due notice about the session yesterday after- 
noon. I stated at that time that your remarks could be extended in 
the record but there was no desire on the part of the subcommittee to 
er you from testifying on this matter. You may proceed, Mr, 

iley. 


STATEMENT OF GEORGE D. RILEY, LEGISLATIVE REPRESENTA- 
TIVE, AMERICAN FEDERATION OF LABOR AND CONGRESS OF 
INDUSTRIAL ORGANIZATIONS 


Mr. Riey. Mr. Chairman and gentlemen, my name is George D. 
Riley. I am legislative representative of the American Federation 
of Labor and Congress of Industrial Organizations. 
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I am here in support of the purposes of H. R. 4475, and speak for 
the largest organized group of consumers in the United States. Our 
support is from the consumer’s viewpoint supporting as we do what 
we believe to be in the best interest of consumers. 

We are aware that the consumer’s interest from the public stand- 
point is all too often incompletely represented. At the same time, 
the interests of the processors and “What is good for business” are 
completely represented through the various trade organizations which 
are ever alerted to anything and everything which our groups regard 
as constrictive in the least to the interest which they represent. 

The Delaney bill is a safe bill, safe for ata It serves the 
purposes of the consumer’s interest. It is a fair bill, fair in our 
opinion, even to those who wish to see some bill other than the Delaney 
bill enacted. 

As practice and policy today are proposed, what may be regarded 
by a Government agency as unwholesome trade practice may not be 
provable legally or technically. It is our belief that this is largel 
the way in which some trade organizations would have it be eohtlbned. 

The Delaney bill, as we see it, puts the shoe on the other foot. The 
burden of proof that one or another chemical components or in- 
gredient is wholesome or at least not deleterious would be placed at 
the doorstep of the processor. We can find no fault with this 
approach. 

Consider the perplexity created in the mind of the average con- 
sumer when he proceeds to examine the labelling and statement of 
content of a given product, bread or pastry, for example, candy or 
any one or another of a thousand items on the drugstore shelf or food 
market display counters. 

The plain inference to be drawn by the law today is that the mere 
statement on a packaged article contains certain substances is that 
it is wholesome in all degrees and, therefore, nontoxic, nonadulterated, 
and nondeleterious and, on the other hand, might actually be “Just 
what the doctor ordered.” 

We cannot possibly envisage valid objections to the purposes of the 
Delaney bill which so clearly and plainly sets forth its intent and 
requires strengthening of the Federal Food, Drug, and Cosmetic Act 
to the end that potential danger to human health shall be dispensed 
with. We invite any who object to the purposes of the Delaney bill 
to cease their objections and join us in wholehearted and without 
mental reservation, of support of the clearly phrased bill as embodied 
in H. R. 4475. 

One need only refer to the food report in the.82d Congress issued by 
the select committee of which Mr. Delaney was chairman to know that 
only 428 chemicals of more than 700 found to be used in foods as of 
that time were above suspicion and established definitely to be safe 
for human consumption. 

Nor can we find the slightest objection to establishing the absence 
of harmful chemical ingredients before the marketing of such cos- 
metics and foods prior to the time they may be marketed. The highly 
competitive rush for the consumer’s dollar and the piling of net profits 
cannot possibly offset the cost to the public in its investment in the 
things which potentially contain ingredients of harmful nature. 

We are aware of the tremendous effort made by the Food and Drug 
Administration to cause the trade to conform to even elementary prac- 








FEDERAL FOOD, DRUG, AND COSMETIC ACT 167 


tice of labelling borated tale and ointments properly and as a warning 
to mothers in the safe treatment for minor rashes, especially diaper 
rash. 

We know what has happened in recent years in the failure to grant 
this Bureau sufficient appropriations to carry on its work. I refer 
to this basic situation of kin infections which should have been 

revented at the source rather than through consumer use. This is 
ut a minute phase of the many possibilities to which failure of proper 
legislation or lack of enforcement can lead. 

Our Glass Bottle Blowers’ Association international president, Lee 
W. Minton, has been represented on the Citizens Advisory Committee 
of the Food and Drug Administration. 

President Minton has given valuable time and assistance in helping 
to point out the needs of the Food and Drug Administration in the 
realization that the health of the people of this country depends upon 
the full implementation of all existing health programs. Said Presi- 
dent Minton: 

As trade unionists we are not only concerned with in-plant health, but with 


community health as well, that is, the health of the worker’s family and those 
around him in his community. 


President Minton continued by saying that : 


Fifty years ago Congress recognized that the American public was experiencing 
tragic consequences from being exposed to disease and insanitary foods; addic- 
tion or toxication from harmful drugs; fraud from mislabeled or adulterated 
foods, drugs, and cosmetics. 


He continued: 


Fifty years ago this was a serious problem and was recognized as such. Today 
it is even more serious, but reactionary and selfish motivations of a few are 
hoodwinking Congress into virtually repealing its original legislative intent by 
inadequate appropriations to enforce the law. 

How does any industry arrogate to itself the right or advisability 
to produce synthetically into any consumer goods hormones of any 
description without completely informing the consumer where he 
stands actually or potentially in purchasing the article? The use of 
chemical emulsifiers in baked goods of some 10 million pounds in a 
single year injected into food products is but a sample of one of the 
many things which, even limited to that narrow field, is entitled to be 

iven separate consideration and complete clearance by a competent 

overnment agency based upon proof by the processor that the intro- 
duction of such element is completely Free of damage to the human 
system at the time of consuming. 

I have touched fleetingly upon this extremely vital problem to denote 
far more than a passing interest in the situation and to say to all con- 
cerned that we as the largest bloc of consumers have tremendous stake 
in what your committee does with the bills in front of you. We shall 
continue to trace the progress of the Delaney bill to which we give 
unstinted support without reservation. 

We cannot believe that the substances added to foods or cosmetics 
are for the good of the ultimate purchaser and not for the mere con- 
venience of those who prepare these items for the human stomach. 

If it is the purposes of your committee to amend the Delaney bill, 
we hope, the amendments will eliminate any present “grandfather’ 
clauses, will provide the simplest kind of gecoutierts for the handling 
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of cases and their appeals, prevention of multiple litigation by provid- 
ing that cases go directly to the court of appeals, similarly as in the 
Pesticide Act. 

The Cuarrman. Thank you very much, Mr. Riley. I notice your 
position is in favor of the Delaney bill. 

Mr. iitney. Yes, sir. 

‘The Cuarrman. Primarily, I presume—and if I am incorrect, you 
will state your position more clearly—that most of that relates to the 
court procedures; is that true? 

Mr. Rirey. That is true. 

The Cuarrman. Are there other major differences? You referred 
to the “grandfather” clauses, in case the Delaney bill was amended. 
You referred to the “grandfather” clauses. Is it your opinion, Mr. 
a a8 there should be no “grandfather” clause in any bill that is 
passe 

Mr. Rirey. It seems to me that that takes a great deal for granted, 
Mr. Chairman, and we believe that a minimum of such type of phrase- 
ology is all to the good. 

The CHamrmaNn. Just one more question. Assuming that there is a 
“grandfather” clause in any bill that might be passed, is it not true 
that such a “grandfather” clause would in no way hamper the Food 
and Drug Aieninietcetion in following the course under existing law 
of injunctions and other court proceedings and seizures under present 

aw ¢ 

Mr. Ritey. F am sure that that is true, Mr. Chairman. 

Mr. Dies. I have not had an opportunity to study that Delaney bill, 
but do I understand it has no “grandfather” clause ? 

Mr. Ruiter. No, I did not say that. I said I hoped 

Mr. Dries. I know you did not say it, but I am just asking you. 

Mr. Ruiter. I do not believe it has. I do not have it in front of me 
and I do not recall. 

Mr. Dies. But it does exempt certain ingredients and additives. 

Mr. Ritey. Yes. 

Mr. Dries. For instance, those that have already been approved by 
the Food and Drug Administration. 

Mr. Ritey. Yes. 

Mr. Dies. Now, you know, of course, that the bill introduced by our 
ablest member here, Mr. Priest, our chairman, and Mr. O’Hara, pro- 
vides for trial de novo in the district court. It puts the burden on the 
Government through the injunction route to restrain the use and ship- 
ment of the additive or ingredient and provides, of course, for a trial 
de novo. AsI understand, it is the position of your organization that 
that is not desirable and you prefer the present administrative prac- 
tices procedure of an appeal to the circuit court of appeals, where the 
appellate court can consider the record as a whole. 

Mr. Rirey. Yes, that is our position. 

Mr. Dies. To determine whether or not there was substantial evi- 
dence. 

Mr. Ritey. That is right. gy 

Mr. Dies. In other words, you favor the same procedure as exists 
in the case of NLRB cases. 

Mr. Rizey. Yes. ; 

Mr. Dies. Where the examiner and the Board make a finding and 
the aggrieved party must appeal to the circuit court of appeals, and 
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the record is then transcribed and sent to the circuit court of appeals, 
where the appellate court is limited in its jurisdiction to a considera- 
tion of the record as it was made before the examiner and before the 
NLRB, and if the court finds that there was any substantial evidence, 
viewing the record as a whole, that it is obligatory upon the appellate 
court to uphold the decision of the NLRB. 

Mr. Ruwey. That is true, Mr. Dies. 

Mr. Dies. Is that not the procedure which was incorporated in 
the Administrative Act for the purpose of establishing a uniform 
appeal procedure in all cases ¢ 

Mr. Ritey. That is my recollection, it is. 

Mr. Dies. What do you think would happen if some administrative 
agencies, appealed directly to the district court, and a trial de novo 
was had. Would there not be the danger that you would have in the 
Department of Health 10 or 12 experts who would pass upon an ex- 
tremely technical question in reference to the safety of a certain 
additive, or ingredient, and then if appeal de novo were permitted 
and you went to the district court, you would have 12 laymen who 
would pass upon the correctness of the 12 experts in a highly techni- 
cal field. Is that not true? 

Mr. Rizey. I am sure that that is true, yes. 

Mr. Dies. If either party demands a jury, which they have a right 
to do in our court, that would be true, would it not? 

Mr. Rizey. Yes. 

Mr. Dries. I am just wondering, and I have reached no decision 
about the thing, whether or not we would have any effective admin- 
istration if all of its acts could be retried de novo in the district 
courts of our country. 

On the other hand, I am fearful of the administrative abuses and 
I have seen instances, of abuse in the NLRB, suppose you have an 
examiner who is prejudiced one way or the other. He is, not neces- 
sarily corrupt, but prejudiced, for either the employer or the union, 
and you go Selene him and you submit a great deal of evidence, and 
maybe you have 80 percent of the witnesses, and the other side has 
20 percent, and he makes a ruling and you go to the NLRB. Let 
us assume you have some men on the NLRB who are prejudiced 
because they have come up either in industry or in the union, and they 
can only see one side of this question. Suppose you get an adverse 
decision. 

In actual practice, it is extremely unlikely that the cireuit court 
of appeals will disturb it either way, whether it is for the employer 
or whether it is for the union. That leads to serious consequences, 
because if the day comes that any one organized group—and I do 
not say that disrespectfully because we are all pressure groups when 
we get down to it, and we are pressing for our own interests—if the 
time comes that the administration is controlled and dominated by 
any such group and they put their own group in power then you 
virtually have cut off appeal from our courts, which frightens me 
because it seems to me to present a real danger. 

I do not know what the answer to it is. Can you shed any light 
on what we ought to do on the matter? Is there any half-way mat- 
ter or any compromise under which we can give to the aggrieved party 
his,day in court without cluttering up the courts? 
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Mr, River. I think that you put your finger on it when you said, 
“clutter up the courts.” 

If these lower courts are cluttered up, then who is getting relief? 
The idea that we are proposing here is not prejudicial to any group. 
We live with administrative agencies, too. We live with the courts 
as Well. We would like to see justice come along at the earliest op- 
portunity rather than delay it, and I feel it is fair to the other parties, 
whoever they may be, in that kind of procedure or this kind of pro- 
cedure or any other kind, to move justice along before it becomes 
ancient history, and before the transcripts gather dust, and before 
the witnesses have died or retired or gone to places unknown. 

I think speed in the courts is a very well-known need, particularly 
in the lower echelons. 

Mr. O’Hara. Will the gentleman yield? 

Well, Mr. Riley, in that connection, of course, the very purpose of 
the Declaratory Judgment Act was to speed up the consideration. 
Certainly, it would be far quicker in determination of the issues than 
the long-drawn-out appeal to the circuit court of appeals, and then a 
wait until that overburdened court reaches a decision from a review 
of the record. Would that not be true? 

Mr. Ritey. I am sure that that is true, and perhaps we do not have 
enough courts of review or appeal. I am not an authority on that, but 
I am offering that as a thought. If those are cluttered up, then some- 
where along the line perhaps the Judiciary Committee may want to 
take a look at it and see what is wrong, that they cannot move it up. 
I might say that in supporting this particular bill, I would like to give 
you a little of the background. 

As I know you well remember, Mr. Delaney was the chairman of 
a select subcommittee several years ago, and he did an excellent job on 
the thing, and he has his heart in this sort of thing, not that no one 
else has, but I must say that he definitely did have. He turned out 
a most excellent report, and a milestone in this phase of operations 
and considerations. We feel that he is entitled to full credit for the 
work that has been done in the past. 

I again say that is not prejudicial to anybody’s bill, or anybody’s 
thinking, or the work that has been done before or since that time. 

Mr. Dres. I am confused about another phase of this. You might 
shed some’ light on it. 

I asked the attorney for this association, and I think he is chief 
attorney, but he has been in this business for some 40-odd years, and 
yesterday I asked him the question, what the legal effect would be of 
a declaratory judgment. In other words, under the present situation 
if someone is harmed—and I have handled some of these cases—or 
a man dies as a result of eating a can of pork and beans, and it was 
definitely established that it had poisonous substances in it. His 
whole family was injured. 

Everybody was liable, and there was not any defense to it, and all 
we had to do was to go into court and prove that it was a poisonous 
substance. 

Now, we recovered quite a bit of money, the companies were re- 
sponsible, and there was not any argument about it. 

Now, regardless of what anyone may say, that has been a we 
deterrent to anyone recklessly using an ingredient. It is one of the 
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highest responsibilities that the law imposes upon anyone in our 
country. 

Now, this lawyer agreed with me and I think he was wrong, after 
I got to thinking about it, but he agreed with me that the effect of 
the declaratory judgment would be to establish the safety of the 
additive. Of course, I got to thinking about it afterwards, that some- 
one who was injured, who was not a party to the judgment—and the 
only people who are bound by a judgment are those who are parties 
to the judgment—might be treated differently. 

I would like to know if you can shed any light on it, or any of the 
lawyers, just what effect the declaratory judgment would have on a 
subsequent suit, if any? In other words, it could be introduced and 
the argument would be used that, “Here we have pretested this, and 
our experts have said it was safe, and the Government agrees it was 
safe, or they did not agree, but the jury in the Federal court did, that 
it was safe, and thereafter we have no liability, or our liability is 
very limited.” 

I think that that is important. That is an important consideration 
because as long as the public have that remedy, I am not so sure that 
that is not just about as wise a protection as you can have, and I do 
not want to do anything to impair that right. 

Mr. Ritey. Well, you have such an excellent question there, Mr. 
Dies, I think that you are entitled to a good answer, and I would say 
this: If you will let me have that, I will try to answer it. I will 
give you a top-of-the-head answer, and if you would write it out and 
let. me have it by mail or I will come by your office and pick it up, and 
I will see that our lawyers give you what they think is a very good 
answer to this thing. 

Mr. O’Hara. It seems to me that the gentleman asked the question 
about what may be res judicata as between parties, and the situa- 
tion he outlines might not be at all an adjudication if it was shown 
that there was actually a deleterious material in the product. 

Mr. Drs. I have not practiced much under this declaratory judg- 
ment thing, but I know under our procedure in Texas you can go into 
court and interpret a will or a contract and you once get a declaratory 
judgment, that is the end of that issue. No one can come in later 
and say the will means something else. It is provided specifically by 
statute, that having gotten a declaratory judgment, that determines 
the issues involved. 

Now, I am concerned to find out what the effect of this declaratory 
judgment would be. 

Mr. O’Hara. Will the gentleman yield further on that point? 

Would it not be true that the declaratory judgment would be a de- 
termination of the existing conditions as they were passed on by the 
Court at that time between the litigants involved? Certainly, if there 
is something that is widespread as general public use—such as food— 
it would not be in that case. 

Mr. Dies. I am not so sure, and I would like to have someone give 
us a brief on that. 

Mr. O’Hara. It appease to me as a quick decision, and I might be 
wrong, but I think that I would be right generally. 

Mr. Dies. My experience as a lawyer is that I have given some curb- 
—3 advice, but I never charged for it. I do charge for making a 

rief. 
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The Carman. I was concerned, as the gentleman may recall, 
and I still am seeking information on it. On the first day of the 
hearings, I think I asked a hypothetical question along this line, that 
assuming that the bill that Mr. O’Hara and I introduced providing 
for declaratory judgment should become law, then assuming that a 
manufacturer of an additive submits pretesting data to the Secretary, 
or to the Food and Drug Administration, wn assuming there is an 
adverse report and they go into court and the court ultimately— 
whether it is a district court decision or an appeal to a higher court 
from a district court ruling—sustains the manufacturer and reverses 
the Administrator or the Secretary. In that case, the question I 
asked at that time was this: Would that action in a sense curb or 
tend to curb the Food and Drug Administration in any subsequent 
case where they might find evidence that would justify seizure of or 
injunction against that particular additive? As I put it on that 
opening day, would it ke two strikes against them when they went into 
court in an injunctive or seizure proceedings, assuming that some- 
thing deleterious had developed with regard to the additive? I think 
that that is in substance the same as your question. 

Mr. Dies. Yes, sir. 

The Cuatrman. Whether it would hamstring them in the enforce- 
ment of existing law. 

Mr. Diss. That is one phase of the question, as far as food is 
concerned, but I am thinking of third parties. After all, there is 
no doubt it is true that the experts are not infallible, dealing with 
these new additives and chemicals, and there is bound to be a high 
element of guesswork in it. I do not want to do something that will 
relieve anyone of his present responsibility, financial responsibility, 
in connection with the sale and shipment of food. I think that if 
a impair that, you will do more harm than you do good by any 
egislation. That is my point. 

There is another thing I want to ask you. I am troubled about 
this “grandfather clause.” We have heard the pro and con. Some 
of the manufacturers say that if they have to come in here and have 
a pretesting of svengehiDg, there is no end to it. I can see their point 
init. Weareso thoroughly regulated in this country that the average 
man prefers retirement many times to trying to conduct a business. 
I just do not think many people realize how much redtape you have 
got to go through. 

Now, we ought to eliminate as much as possible. Our legislation 
ought to be designed to do it. But here the Food and Drug Admin- 
istration says that you cannot do that, and if you exempt these 
additives now in use, or these new additives as provided in the Priest 
bill or the O’Hara bill, then it is going to be dangerous for the public. 
They want to fix it so that every ingredient, and every additive if it 
is poisonous or deleterious per se, the only way you can ever use that 
is to prove that it cannot be avoided in the use of it. 

Now, the manufacturers and processors say, “If you require that, 
there will be no end to it, we will spend all of our time in Washington 
trying to get these things pretested.” 

What is your thought on that. 

Mr. Ritey. Well, we think the public good that is involved in this, 
if the agency feels that way about it, I am will to go along with the 
agency on this thing. 
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I know what a job they have done, and the history of that Bureau 
from the time of Harvey W. Wiley, and I have heard him on the 
lecture platform, and I have seen him turn people away in paid lec- 
tures trying to learn what was good for them, and the conditions of 
today being what they are, we race along at high speed and new 
chemicals come in that we never heard of before, and we want to 
know just what is the effect going to be to the human system. 

That is what we want to know, and if that puts anybody to an in- 
convenience, that becomes only part of the cost of doing business, and 
the public pays it in the long run, and so why can’t the public be 
really accommodated on that ¢ 

Mr. Dies. The industry is not taking the position where it is a haz- 
ard to health that that will be done. They concede that ought to be 
pretested. But what they are contending, that just a mere trace of a 
deleterious substance in something, or a poisonous substance in some- 
thing—that that in and of itself should not exclude the use of it. 
They should not be required to pretest it arbitrarily. 

Now, if we could devise some kind of formula that would not just 
be so sweeping and would not require so much red tape, and start 
out with it and see how it works, I am inclined to think we might get 
somewhere with this legislation. The more I hear of this argument 
pro and con, the more I am convinced that this is a pretty far-reaching 
proposition. I do not know whether we can devise any formula that 
will get the job done. It is pretty far reaching. 

Mr. Ritey. I know it is far reaching, and that is why we are taking 
an interest in this thing, too. We see it is far reaching, and we hope 
it is far reaching. 

Mr. Dies. We want to protect the public first of all. 

Mr. Ruiter. That is right. He is the guinea pig, and he is the one 
who has to pay off on this thing. 

Mr. Dres. Still if we discourage manufacturers and processors who 
have done miracles in this country, and if we tie them up in redtape, 
we are not getting very far. Pretty soon it will be preferable to do 
something else. 

Mr. Ritey. We do not believe in redtape either, and we hope there 
is @ minimum of redtape, and a maximum of protection at whatever 
cost there may be. 

Mr. Springer. Mr. Riley, as I understand it, your group has been 
in favor of this legislation for some time, is that not true? 

Mr. Ruiter. Protective legislation for the consumer; yes, sir. 

Mr. Sprincer. And you have followed this over a long period of 
time, have you not ? 

Mr. Ruiter. Relatively long. 

Mr. Sprincer. Would you say that if the appeals procedure was 
changed in this bill that you would be against the bill by virtue of 
that fact alone. 

Mr. Rizey. May I ask you a question: Changed in what regard, do 
you mean? 

Mr. Sprrincer. I would say if it is changed from the procedure set 
out in the bill to that of a trial de novo or something similar to that 
- or United States district court, would you be against the bill for 
that 
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Mr. Ritey. We are not against any bill that has for its purpose, for 
its true purpose, the protection of our people and a lot of our friends 
and neighbors. The best way that you can get the appeals, that is 
fine. If it is in the wisdom of your committee to go one way or the 
other, then we will certainly want to watch it and see how it operates. 

Mr. Srrtncer. What you want is what the bill overall attempts to 
accomplish, as set out in the Delaney bill. 

Mr. Ritzer. That is right. 

Mr. Sprincer. That is all. 

Mr. Hayworrn. Mr. Riley, I would like to ask you, in view of the 
fact that most of the discussion thus far in these hearings have been 
related to the Priest and O’Hara bills, whether or not your endorse- 
ment of this legislation extends to that also. 

Mr. Rimery. As I said a while ago, we certainly have no prejudicial 
feeling in this matter at all. Those bills are good bills, too, but we 
do know, as I said again, Mr. Delaney’s first hand interest and ex- 
posure in this, in his select committee, and we have watched very 
thoroughly the great interest he has taken, and obviously, we naturally 
want to take a long look at his bill. We are opposing nothing. 

Mr. IfayworrH. You do not see any great difference between these 
bills. 

Mr. Rinxy. No great difference, no; and it could well be that you 
might find you will have pieces of one and you may want to put in 
pieces of another, to make a good bill, and to make a complete bill. 

The CuatrMANn. We thank you very much for your appearance be- 
fore the committee, and may I state to you that this entire committee 
shares your regard for the work Mr. Delaney has done. He was our 
first witness before the committee when we opened these hearings, and 
we are conscious of the work that the select committee under his 
chairmanship did in this field. 

If there are no further questions, we thank you very much. 

Mr. Ritey. May I add one more thing, that I know of your per- 
sonal deep interest in public health and safety, and so forth, because 
you have recently put in a bill on poultry inspection, and that is 
again something else we really will want to come in with our unions 
to support. 

The Cuarrman. Thank you, sir. 

Is Mr. Jack Jennings present? Mr. Jennings represents the Co- 
operative League of the United States. 

Mr. Jennings, we are glad to have you here this morning and I will 
state to you for the record, as I did to Mr. Riley, that there was no 
intention yesterday in any manner to prevent you from testifying 
orally, but we learned that you had not known about the afternoon 
session, and so we are glad to hear you this morning. 


STATEMENT OF JACK T. JENNINGS, ASSISTANT DIRECTOR OF THE 
WASHINGTON OFFICE OF THE COOPERATIVE LEAGUE OF THE 
UNITED STATES OF AMERICA 


Mr, Jenninos. Mr. Chairman and members of the committee, my 
name is Jack T. Jennings, and I am assistant director of the Wash- 
ington office of the Cooperative League of the United States of 
America. 
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Through one or another of our member organizations, 13 million of 
the United States families who own co-ops are represented in the 
Cooperative League. These 13 million families represent the largest 
group of organized consumers in the United States. 

We appreciate the opportunity of appearing before your committee 
in support of H. R. 4475, introduced by Congressman Delaney. We 
feel that the time has come when we as hignan beings should not con- 
tinue to serve as guinea pigs. The introduction of a wide variety of 
new food preparations in recent years has brought with it an ever- 
increasing problem, since in many cases new and unproven chemicals 
have been added. 

This problem was given wide exposure in 1950 and 1951 by the 
House Select Committee To Investigate the Use of Chemicals in Food 
Products with Mr. Delaney as chairman. Popular support of new 
legislation protecting the consumer has always been opposed by well- 
organized spokesmen of industry, which might be affected. So it was 
in the period following the Delaney hearings when legislation of 
consumer interest failed passage in Congress. We are grateful to 
Congressman Delaney for introducing again a bill to protect con- 
sumers in this field. 

I might add, Mr. Chairman, that among those who have kept the 
consumer interest somewhat agitated has been the former counsel 
for the Delaney committee, Vincent A. Kleinfeld. With your per- 
mission, I would like to introduce at this point an article he prepared 
for the Food, Drug, and Cosmetic Law Journal in 1954. He points 
out in this—— 

The Cuamman. Are you making a request to include that in the 
record ¢ 

Mr. Jenninos. If possible, sir. 

The Cramman. If you will submit it to the Chair after we close 
the hearings, I will make a decision on that. 

Mr. Jennines. Thank you. 

He points out the very problems that I am about to cover in m 
testimony and also gives a legal opinion as to the value of the bill 
which T think is very good. 

Many industries do not want the law changed. They feel the 
Government should take action only in cases where a given chemical 
is proved hazardous to human life. 

Tnder the present law this is virtually impossible. Leonard 
Wickenden in his recent book, Our Daily Poison—the Devin-Addair 
Co., New York, $3—relates how members of the Delaney committee 
were concerned over the widespread use of stilbestrol. The question 
arose whether the Government could do something about this. Vin- 
cent Kleinfeld, counsel for the committee, answered, “Yes; that is a 
legislative question.” Wickenden then made this summation: 

So we face this strange situation: Doctors of medicine and other scientists 
of high standing declare, under oath, that the doctoring of a widely consumed 
food product adds nothing to its nutritive value but merely deceives the buying 
publie into believing it is of higher quality because it has an attractive appear- 
ance. On the other hand, these same scientists express their conviction that 
the absorption of synthetic hormones presents grave danger to the health of 
the consumer. Yet the authorities are helpless to protect the consumer because 


the law requires that proof of injury must be produced before the sale of such 
food can be stopped. 
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At first thought it might seem easy to produce such proof. But is it? To 
offer a satisfactory proof, it would be necessary to bring into court, either 
living or dead, the victim of consuming synthetic hormones and then to prove, 
to the satisfaction of a jury, that hormones were responsible for the sickness 
or death. The doctor who had attended the victim might be convinced, but, 
by the time the jury had listened to conflicting evidence from expert witnesses 
employed by the manufacturers and to the skillful pleading of their attorney, 
the chance of a verdict unfavorable to the manufacturers would be slim. To 
prove that a man died of arsenic is relatively simple; to prove that he died of 
a disease brought on by absorbing small quantities of a hormone from various 
foods over a period of months would be an almost hopeless undertaking. 


Another instance covered by Mr. Wickenden is that of agene. 
This bleaching agent had been used in the processing of flour for 25 
years before it was discovered it gave dogs running fits. The Food 
and Drug Administration outlawed the use of this chemical as soon 
as @ new maturing substance for wheat was found. This took several 
months. Mr. Wickenden comments: 


It would, of course, have been absurd to stop the use of agene immediately 
its poisonous character was discovered. If the American public had been 
poisoned for 25 years, they could scarcely complain if they were poisoned for 
a few months over a few years longer. Now, could they? 

The new maturing substance is chlorine dioxide. No one has yet discovered 
that it gives dogs running fits, so it is considered quite safe. Of course, it 
took 25 years to find out that agene was dangerous, so possibly around the 
year 1980 some famous scientist will discover that chlorine dioxide causes dogs’ 
tails to drop off. But what of it? Human beings have no (visible) tails, so 
why worry? That at least seems to be the general attitude. 


Another example is cowmarin, which served for 75 years as an 
ingredient of some imitation vanilla flavors. It was also used in 
other food flavors, as well as soft drinks, ice cream, baked goods, 
and prepared desserts. The manufacturers of coumarin discovered 
it produced serious damage to the livers of experimental animals. 
They informed the Government, which stopped the sale of coumarin 
to the food industry. 

These illustrations point up the problem faced by Food and Dru 
Administration. Mr. Bradshaw Mintener, Assistant Secretary of 
Health, Education, and Welfare, spoke last week before the annual 
meeting of the section on food, drug, and cosmetic law of the New 
York State Bar Association. He told about the concern of the 
Citizens’ Advisory Committee to study the Food and Drug Admin- 
istration. The committee, he said, felt that— 

The seope and complexity of the present enforcement and regulatory prob- 
lems, if dealt with inadequately, constitute a threat to the health and welfare 
of our citizens; and * * * that the resources of the FDA are woefully inade- 
quate to discharge its present responsibilities. 


Mr. Mintener continued: 


This committee found that food and drug protection under the Federal act has 
for years been lagging behind the growth and progress being made by the food, 
drug, and cosmetic industries. It found but little change in the size, scope, and 
character of FDA’s general pattern of operations in the past 16 or 17 years— 
roughly since the enactment of the present law. During that period there were 
reductions in budget and personnel. In the meantime the volume and variety 
of products and the complex job of food and drug protection have been growing 
by leaps and bounds. Only a high quality of administration on the part of 
FDA and a deep sense of responsibility on the part of industry leadership have 
prevented serious deterioration in the safety and quality of our food, drug, and 
cosmetic supply. 

Thanks especially to the efforts of the law-abiding majority of business firms, 
our foods, drugs, and cosmetics have continued to improve, but that does not 
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correct the dangerous imbalance which now exists. And when I speak of this 
imbalance I am thinking particularly of the changing character of our food and 
drug supply, which is constantly presenting new problems for scientific study 
and which has created a huge backlog of important but unfinished business for 
FDA scientists. 


He summed up the situation very briefly: 


In short, the progress of our food and drug industries has been creating new 
questions and problems of consumer protection much faster than the Food and 
Drug Administration can study and deal with them with its present facilities 
and resources. It is something like a tremendous increase in the traffic problem 
with no increase in the police force. 

Mr. Mintener goes on to report that Food and Drug Administra- 
tion’s budget was increased slightly last year and will be increased 
again slightly next year if Congress goes along with the budget re- 
quest. Despite these increases, however, Food and Drug Administra- 
tion is an entirely inadequate “police force” in view of the increasing 
population and new food products coming on the market. 

The bill introduced by Mr. Delaney provides that no person shall 
introduce into interstate commerce any chemical additive as defined, 
unless its use has been approved by the Secretary of Health, Educa- 
tion, and Welfare. We have already pointed out how overburdened 
the Food and Drug Administration is at present. There is little likeli- 
hood that it will ever be adequate to meet increasingly complex condi- 
tions unless consumers generally are aroused. 

As consumers, we have been lulled into the assumption that Food 
and Drug Administration has been on top of all these food chemical 
problems. The citizens’ committee we referred to and people in Food 
and Drug itself know better. As a matter of fact, the present budget 


for Food and Drug Administration—the “police force” of our Na- 
tion’s health—is about $5.5 million. The citizens’ committee urges in 
its very first recommendation that: 


The FDA should— 


1. Be provided with an increased annual operating budget to insure pro- 
tection of the American consumer, to the point of a threefold to fourfold 
increase in a period of 5 to 10 years. : 


This is conservative. We feel that FDA— 


has for years been lagging behind the growth and progress being made by food, 
drug, and cosmetic industries— 

to use Mr. Mintener’s words again. The amount asked for FDA en- 
forcement work in 1957 is about $6.8 million—a mere 4 cents per 
capita. No consumer is going to worry about spending 25 cents or 
even a dollar for the kind of protection he wants—a sixfold to twenty- 
five-fold increase. 

We, as cooperative members, have had our differences with FDA. 
When the white bread standards were revised a few years ago, we 
tried to get them raised to include a superior white loaf made by the 
co-ops. Formulated by Dr. Clive McKay, nutrition specialist of Cor- 
nell University, the bread was too good for the standards, and we 
appreciate the fact that FDA has never threatened to throw us in jail 
for selling a better product. Despite this, we strongly believe FDA 
should be strengthened and encouraged to stand firm against those who 
threaten consumers. 

Mr. Delaney’s bill also calls for the selection of an Advisory Com- 
mittee, to review an application appealed by a person adversely 
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affected. We would urge that consumers be adequately represented 
on such a committee. 

Mr. Sprincer. Could I interrupt at that point. Would there be 
any reason why the consumers should be on the Advisory Commit- 
tee? Should there be any reason why anybody should be on that 
committee except experts ¢ 

Mr. Jennines Well, the experts come from where? Where would 
the experts come from? 

Mr. Sprincer. I think the experts would determine the question on 
the Advisory Committee, of whether or not that is a safe additive 
to be applied to the food supply; would they not? Why pick out any 
particular group and put them on? That is the industry or the con- 
sumer, and there might be some consumers on it, but I do not think 
that they should be picked out, of your group or any other group. 
T think the question should be determined as to whether or not there is 
an expert on there not interested in anybody except what is right. 
Now, maybe your consumer would be for that, I do not know. But 
the point I am making is this: I don’t think any economic group ought 
to be represented upon that kind of a commission any more than you 
would put a consumer upon an expert body to determine whether a 
law is being interpreted correctly. You would not put a consumer, 
merely because he is a consumer, on the Federal bench; would you? 

Mr. Jenntnes. The thing we do not want to happen is the thing that 
has been happening in many of these commissions of late, which are 
designed or pulled together to study certain problems. I am think- 
ing particularly of the Attorney General’s commission which was 
pulled together to study the antitrust laws,and what not. In that case 
there were very few people sympathetic to antitrust problems or anti- 
trust enforcement. We do not want a committee selected by someone 
in this case who is already going to say, “Well, the additive is O. K.,” 
and not open their minds to the possibilities that there might be con- 
sumer damage. 

Mr. Sprincer. It was my understanding, and maybe I am wron 
in reading the Delaney bill, but that was to be an advisory group o 
experts. 

Mr. Jenninos. That is right. 

Mr. Sprincer. And I want to be sure that I understood that. 

The Cuarrman. I believe, if I recall the language correctly, that 
the recommendation for this panel of experts was to come from the 
National Academy of Sciences. 

Mr. Sprincer. That is my understanding. 

The Cuarrman. Then if they refuse to act, then the Secretary could 
himself name another body. 

Mr. Sprincer. But it was my understanding, and maybe I am wrong 
about that, but the Secretary of Health, Education, and Welfare was to 
appoint a panel of experts. That was my understanding of this 
National Academy of Sciences Committee, and I take it you get 
people there who were qualified in this field and understood it with- 
out any reference to anybody being either for or against the additive 
in food supply. That is my understanding, and I take it that that is 
what you are for; is it not? 

Mr. Jennrnas. That is right. 

The Cuarrman. You may proceed, Mr. Jennings. 
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Mr. Jennrnos. This, we feel, is the intent of the bill and should 
be spelled out to avoid misinterpretation. 

Tosum up, we urge: 

1. The passage of the Delaney bill as quickly as possible; 

2. Increased appropriations for enforcement work of Food and 
Drug Administration ; and 

3. A clarification in the bill to assure consumer representation 
on the Advisory Committees appointed by or for the Secretary 
of Health, Education, and Welfare to review cases. 

Mr. Chairman, we appeal to the commonsense of this committee 
and to Congress. We urgently request that full consideration and 
conscientious thought be given this bill which may be responsible 
to a great extent for the health and welfare of our people in the days 
and years to come. We feel sincerely that the time has long passed 
when selfish interests are permitted to play with our health, and even 
our lives, like chessmen. 

As Mr. Wickenden points out: 

If a manufacturer cannot produce evidence sufficient to convince a jury that 
his product is harmless, surely the American public have the right to be pro 
tected against possible injury. To claim otherwise amounts to saying that a 
merchant has the right to sell deleterious products just as long as he can get 
away with it. 

Thank you. 

The Cuatrman. I have just 1 or 2 questions, Mr. Jennings. Most 
of your remarks have been directed to the Delaney bill, which is one 
of a number, all of which provide for pretesting. There is some dif- 
ference, of course, in the court procedures adopted on any appeal 
from a ruling of the Secretary on the pretesting data. I notice in 
your concluding remarks, you quote Mr. Wickenden again to this 
extent, that— 
if a manufacturer cannot produce evidence sufficient to convince the jury that 
his product is harmless. 

Now, under the Delaney bill, the appeal there is to the circuit court 
of appeals, is that right, or am I in error? 
r. JENNINGS. I understand it is the district court. 

Mr. Dres. Not in the Delaney bill, that is circuit court of appeals. 
That is what the previous witness from the CIO-A. F. of L. said. 

The Cuarrman. I will check the bill. I have one here and I want 
to be sure that you are right on that: 

The orders issued under this section and orders amending or appealing this 
section may be appealed by any person adversely affected in accordance with 
the provisions of section 505 (h), provided that the findings of the Secretary 
shall be sustained if supported by substantial evidence when considered on the 
record as a whole. 

That is the Administrative Procedures Act provision, is it not? 

Mr. Jenninos. Is this not the same thing as the law applying to 
cosmetics and that sort of thing ? 

The Cuarrman. I am not here referring to an injunction or seizure 
case that might be brought, but I am referring here entirely to a ques- 
tion of an adverse ruling by the Secretary on pretesting data. I 
would assume that you feel that that might be appealed to the district 
court and probably should be appealed to a district court rather than 
to the court of appeals on the whole record ? 
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Mr. Jennrnos. I think so. I am afraid if we get this into a situa- 
tion, or set up the machinery so that it could run through the courts up 
to the Supreme Court, probably after the first case you would have no 
more Food and Drug Administration. You would not be able to 
get the kind of people over there who would work and say, “Well, if 
they do not respect my findings on any given substance, if it is in 
the courts and the decision of the experts in the Food and Drug Ad- 
ministration are reversed, the Food and Drug Administration will 
not continue.” 

The Cuatrrman. You would not be in favor or advocate legislation 
which would preclude a person the right to appeal even as high as the 
United States Supreme Court, would you? It seems to me that that is 
one of the unalienable rights that an individual has to appeal even 
as far as he can go, to the United States Supreme Court. I am just 
trying to get your thinking on this appeals provision. 

Mr. JenntNnGs. I would say where it is a judgment of whether or 
not a given chemical is injurious to one’s health over a period of years 
or whether taken in conjunction with a variety of other chemicals 
that someone should be the judge and his judgment respected. I do 
not think that we should drag the thing out and take it through the 
courts and then eventually maybe get to the Supreme Court. I have 
a feeling by the time it got to the Supreme Court, it would be on 
entirely different issues than the original one. 

The Cuarman. Certainly I do not favor any long litigation, and I 
would hope that we would not have to have a case of this sort, but 
I referred to what you quoted from Mr. Wickenden, who suggested 
that it be proved by a jury, and if they could not prove it by a jury 
that would be the decision. 

Mr. Jennnos. There is your advisory committee. 

The CuarMan. You constitute an advisory committee as a jury, 
but it could not be a court jury. 

Mr. Jenninos. That is right. 

The Cuamman. It is simply a committee selected by the National 
Academy of Science, and if the National Academy of Science refused 
to act, the Secretary appoints his own advisory committee. 

Mr. Jenninos. That is right. 

The Cuarrman. And that is the jury that you have in mind. 

Mr. JENNINGS. Yes, sir. 

The Cuatrman. Rather than a court jury. 

Mr. Jenntncs. Now, I think when this was appealed to the district 
court it should not be appealed as a case where this man who manu- 
factures a questionable product is brought before the court to find 
out whether or not this is a good product. I think the decision of 
that court should be not based on that, but based on whether there 
had been ample evidence to start with, you see, so that it is referred. 
If the court says there was not ample evidence, then the fellow starts 
over again in the Food and Drug Administration, and he comes up 
through the line again. He does not go on to the Supreme Court or 
through the other courts. 

The Cuarrman. You think that he should have a right to go to any 
other court, do you not? 

Mr. Jennrnos. If he feels that he has been injured somewhere along 
the way, I think so, surely, but I say that the judgment of the Food 
and Drug Administration should be respected. 
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The CuairmMan. I agree with you that that is their job, and I 
think that they are doing a magnificent job, and I agree with you fully 
and so said in a speech launching the 50th anniversary of the Pure 
Food and Drug Act, that I wanted them to have more adequate 
appropriations even than now, although they have been increased 
for the last year and the budget calls ‘for an increase this year. I 
share that view, but I simply w ranted to get the record clear as you see 
it and in your viewpoint, as to whether there should be a right of 
appeal from any Administration decision to the court of appeals or to 
a district court or as high as the appellant might desire to go. That 
was a question that I w anted to ask. 

Mr. Sprincer. I was listening closely, but I am not sure that I 
got his answer, that he did or did not. 

Mr. Jennies. I say that by the time it got to the Supreme Court, 
it would probably be on different grounds. Now, supposing that I 
came into the Food and Drug Administration with a questionable 
product and suppose that I felt that I had been kicked around over 
there, and I hack not been given ample audience, or that I might 
claim that the man who handled the laboratory process on my par- 
ticular product was prejudiced, and he had already O. K.’d someone 
else’s product but he would not O. K. mine. Certainly, I would 
want to go to the highest court in the land to get myself cleared, and 
to get myself in a position where I would not be discriminated 
against. 

“Mr. Sprincer. I think it is well, and I can submit you the best 
example this committee went through last spring, in which Mr. 
Priest was the chairman of the subcommittee and we heard here 
14 of the most able men there are in the world on the question of the 
Salk vaccine. There was a sharp and clear difference between them. 
There was even one Nobel Prize winner that differed on that, and 
said it was not safe. 

Now, the point I am putting to you, suppose that you had had 
those 3 or 4 men who differed, who were sitting on this advisory 
committee, and all of the rest of those experts said it was safe, and 
that we should proceed. It would have been the worst thing that 
could have happened to have been unable to appeal that decision 
which would have been found by those experts to have been O. K. 
by the Secretary. That is for the manufacturer of that to be able to 
go into court and show by these other experts, all of whom said it 
was all right and safe and should proceed, but if you happened to 
have the other experts on the advisory panel we would have been 
years getting the Salk vaccine into circulation. Now, that is the 
point Iam making. The greater weight of the evidence certainly was 
with Dr. Salk, and we proceeded and it has worked out fine, and we 
have shown the last year it was exactly what we should have done. 
But the point I am making is, I do not care how expert, you could not 
have had any better experts than those four men, one of whom was 
a Nobel Prize winner and the others were some of the outstanding 
men in the world, experimenting with a different vaccine. That was 
the point, and we have been up against this thing, and that is the 
question that I think would appeal most to the public, to be able to 
have that, and the only way you could have had it was to have the 
manufacturers take an appeal. Then you would have had all of 
these other experts come in. But you at the same time, as you can 
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well see, you would have been hearing directly on these questions 
which were vital, and not on some extraneous thing, but absolutely 
upon this very question of judgment. Do I make myself clear, of 
the danger of not having an appeal? It could injure the public. 

Mr. Jenninos. That is true, but I wonder if that is not a very 
isolated case. 

Mr. Sprtncer. That is the one that was brought most forcibly to 
me as to why you should be able to have an appeal. 

Mr. Jennrnos. The question I raised in connection with food is 
the fact that when you start playing with chemicals and food products 
you are up against a terrific problem in that even if it is not a toxic 
chemical it may prove that over the years it gives you hardening of 
the arteries, or heart trouble, or rheumatism or something else. 

Mr. Springer. All of those things, I am willing to concede that 
you have a point, but I certainly would disagree with the question 
that you could not take an appeal on the merits, and not extraneous 
merits, but upon the merits of the case, on a question of the judgment 
of the advisory committee as to whether or not the evidence is sufli- 
cient to sustain findings. That is the question that I am bothered 
about in this whole question. 

Certainly we would have laid ourselves open, if that had happened 
in the Salk vaccine case and you had had this already up in a hearin 
at that time. I will not take up any more time, but I thought I woul 
call that to your attention. It is the best example this committee has 
ever had upon the most important issue facing, I thought, in health 
matters, the American public in the last 12 months. 

Thank you, Mr. Chairman, I did not mean to interrupt. 

The Cuamman. I am glad that you did, because I think that further 
clarifies the record on this particular question. 

Have you finished? 

Mr. JENNINGS. Yes, sir. 

The Cuarrman. Are there any other questions? 

Mr. Haywortn. I want to ask the same question of Mr. Jennings 
that I did of Mr. Riley, namely, do you see any significant difference 
peewee the Delaney bill that you endorse and the Priest and O’Hara 

ills? 

Mr. Jenninos. To be honest with you, I have not studied the other 
bills. I tried to get copies of them, and the printer said he was out. 
But as I understand those bills they are alike in many respects, and 
as I understand them, too, the appeal section is the only thing that 
is different. I have a feeling that the section in the Sitoany bill 
on appeals is adequate. I could be proven wrong on that score, you 
understand, but from all of the information I have been able to gather 
and the way the pesticide law has been working, I feel it is an adequate 
provision. I would certainly be the first to come before this committee 
and urge a change if it were inadequate. 

Mr. Hayworrn. Thank you. 

Mr. Hese.ron. Mr. Jennings, I notice in your statement you refer 
to your member organizations. You may have listed them in your oral 
testimony. If you have not done so, would you be willing to do so? 

Mr. Jenninos. Certainly. 

(The information follows :) 
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THE LEAGUE AND ITS MEMBERS 
REGULAR MEMBER ORGANIZATIONS 


. Associated Cooperatives, Oakland, Calif. 
2. Central Cooperative Wholesale, Superior, Wis. 
. Central States Cooperatives, Waukegan, Ill. 
. Cooperative League of Puerto Rico, Santurce, P. R. 
5. Credit Union National Association, Madison, Wis. 
3. Eastern Cooperatives, Inc., Palisades Park, N. J. 
. Farm Bureau Cooperative Association, Columbus, Ohio. 
8. Nationwide Mutual Insurance Cos., Columbus, Ohio. 
9. Franklin Cooperative Creamery Association, Minneapolis, Minn. 
. Group Health Mutual, St. Paul, Minn. 
. Midland Cooperatives, Minneapolis, Minn. 
2. Mutual Service Insurance Cos., St. Paul, Minn. 
3. National Cooperatives, Albert Lea, Minn. 
. National Rural Electric Cooperative Association, Washington, D. C. 
. New Cooperative Co., Dillonvale, Ohio. 
. Utah Cooperative Association, Salt Lake City, Utah. 
7. Wisconsin Electric Cooperative, Madison, Wis. 


REGION AL ASSOCIATE MEMBER ORGANIZATIONS 


. Farm Bureau Services, Lansing, Mich. 
9. Farmers Cooperative Exchange, Raleigh, N. C. 
20. Pacific Supply Cooperative, Walla Walla, Wash. 


STATE AND AREA FEDERATIONS OF COOPERATIVES 


Colorado State Association of REA Cooperatives, Denver, Colo. 
Cooperative Institute Association, Ithaca, N. Y. 

Dairyland Power Cooperative, La Crosse, Wis. 

Indiana Statewide Rural Electric Cooperative, Indianapolis, Ind. 
Michigan Credit Union League, Detroit, Mich. 


Midland Cooperatives, District IX. 

Minnesota Association of Cooperatives, St. Paul, Minn. 
Nebraska Cooperative Council, Lincoln, Nebr. 

Potomac Cooperative Federation, Washington, D. C. 
South Dakota Association of Cooperatives, Huron, 8. Dak. 
Wisconsin Association of Cooperatives, Madison, Wis. 
Plus more than 100 local cooperatives. 


Mr. Hesexton. I was not too clear about the paragraph on page 5 of 
your written poe with reference to the revision of the white bread 
standards. Could you explain that a bit more? 

Mr. Jenninos. Well, back in 1950, Dr. Clive McKay, of Cornell 
University, who had spent a number of years as nutrition adviser in 
the Navy during the war, came forth with a new formula for bread. 
He had spent years of study on bread and decided that in view of the 
decrease in wheat consumption at that time, and still today, and be- 
cause the best of the wheat had been knocked out through our milling 
processes, and the fact that wheat alone was not an adequate diet for 
school children and mentally handicapped and older people, he felt 
that he should find some formula that would give a better product on 
the market and still hold the price down within reason, so that more 
bread could be sold and more people would like the bread on the 
market. 

He spent many years in trying to come up with something that would 
be acceptable. At about 1950, ie came up with what has been termed 
today “the Cornell formula,” or some people call it the “McKay bread.” 
He, along with the university, decided not to patent any processes or 
any ingredients or anything that went into this loaf because he wanted 
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it to get widest possible distribution to people who needed it and hold 
the price down so that nobody could get a corner on the patents or 
name. 

The first group to put this bread on the market was the cooperative 
store up in Ithaca,N. Y., where Dr. Clive McKay lives, and his wife is 
the nutrition specialist for the store. Since.that time, this bread has 
been very widely accepted and in some communities it is the largest 
selling white bread on the market. 

We bumped into a problem on it in 1951 when the Food and Drug 
Administration decided to revise the bread standards. The bread 
standards were so low for white bread—I mean to say that they re- 
quired so little nutritive elements to call it a white bread—that we 
protested and urged in every way possible that these standards be 
raised to include soy flour and certain amounts of milk that go into 
bread to make it more nutritious. But we lost that battle and they 
came out with standards which were still inadequate to include this 
McKay formula bread. That has very much more milk, 8 pounds per 
hundred pounds of flour, and 6 pounds of soy flour, it has wheat germ 
and it is virtually white in color. The Food and Drug Administration 
said it was not quite white enough, but we protested, in the bleaching 
of flours that all of the good elements were taken away from the wheat. 
It was our opinion and that of many experts over the country that 
white flour or flour itself should not be bleached. It is all right to 
fortify it with the enrichment pills though we are not convinced they 
are of value. 

Mr. Hesevron. How did you go to the FDA on that, and what 
procedure was available to you ? 

Mr. JeEnNtNGS. There were hearings on the bread standards. 

Mr. Hrserron. Was there opposition to the point of view your 
group expressed / 

Mr. Jenntnes. Oh, yes. 

Mr. Hesevtron. Where did it come from? 

Mr. Jennines. From the industry. 

Mr. Hesevton. And you say as a result, the FDA promulgated some 
regulations or standards which were not satisfactory to your group. 

Mr. Jennines. The white bread standards were not satisfactory. 

} Nn. That is the-existing white bread standards? 

Mr. Jenninos. That is right. 

Mr. Hesetron. How would the Delaney bill affect that situation ? 

Mr. Jennrnos. It has nothing to do with it. It has no connection 
with it. I merely brought up the fact that here we are urging an 
increase in FDA’s funds but we have not always seen eye to eye with 
FDA. Despite that we still think FDA ought to be a police force of 
our health and welfare. 

Mr. Hesevron. The example you have given has no bearing upon 
the legislation before us, is that right? 

Mr. Jennies. It might indirectly. When these standards were 
oromulgated they permitted certain chemicals to be added. We do not 
like chemicals, unless they do something for the food or nutrition 


value. The McKay loaf has no chemicals in it except in States where 

it is required that they have a preservative or enrichment, you see. 
Mr. Hesetton. What I am trying to understand is this: I wonder 

how the situation that you mention there would be met under the 
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Delaney bill, or any of the other bills before us. Do you have in 
mind some amendment or is this just an example offered for some 
other purpose ? 

Mr. JENNINGS. It is just an example thrown in. But incidentally, 
at that same time the Delaney committee was studying the emulsi- 
fiers, if you will recall, these bread standards were being worked on. 
Because of the evidence found in the Delaney committee hearings 
against certain emulsifiers. those were banned in the bread standards. 

Mr. Hesetton. By the FDA? 

Mr. Jenninos. That is right. 

Mr. Hesetron. And that was satisfactory to you? 

Mr. JenNINGs. That is right. 

The CuatrmMan. Will the gentleman yield for one qnestion f The 
McKay loaf, that you refer to, is on the market, is it not ? 

Mr. JENNINGS. Oh, yes, and it has been for 4 or 5 years. 

The Cuarrman. Thank you. I just wanted to be sure of that. 

Mr. Heserron. You quoted Mr. Wickenden, the author of the book 
Our Daily Poison. Could you give for the record something more 
about Mr. Wickenden. That is, is he an expert in this field, or is he 
a lawyer acquainted with practices before the FDA, or what is he? 

Mr. JENNINGS. He is a recognized expert on his own. He also 
appeared before the Delaney committee back in 1950 or 1951. 

Mr. Heseutron. What is his occupation? 

Mr. Jenntnos. He is a noted chemist, and a fellow of the American 
Institute of Chemists. He was alarmed by our daily consumption of 
poisons and started research which resulted in his enthusiasm for 
organic culture, wherein no harmful sprays are needed in order to 
raise fine vegetables. He has discussed this method of growing food 
in two previous books. 

Mr. Hesetton. You have been reading, I take it, from the adver- 
tising on the book cover, is that right? 

Mr. JeNninos. That is right. 

Mr. Hesetton. Of your own knowledge, do you know what back- 
ground he has? Of your own knowledge, can you tell us by whom he 
is recognized and in what way ? 

Mr. Jenninos. I could probably find it in here, sir, but he is not 
a personal friend of mine. 

Mr. Heserron. I did not mean that. I only wanted to know some- 
thing more about him. I thought that the record might well show 
what his qualifications were. 

Mr. Jenntnos. As I understand it, he has been very helpful in this 
field over the years and he is a recognized chemist himself. 

Mr. Hesetton. A graduate of what university, if he is a graduate? 

Mr. Jennrinos. I donot know. It does not say on the cover. 

Mr. Hesetton. How long has he been a practicing chemist? 

Mr. Jenninos. It does not say, but he looks to be a man of 60 years 
old, and it may mean he has been in it 30 years at least. 

Mr. Hesextron. Has he written other books in this field ? 

Mr. Jennines. Yes. 

Mr. Hesexron. That is all, Mr. Chairman. 

(Mr. Jennings submitted the following, which is given in Mr. 
Leonard Wickenden’s own words in testimony before the Delaney 
committee, p. 1077, pt. 3, hearings before the House Select Committee 
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To Investigate the Use of Chemicals in Foods and Cosmetics, 82d 
Cong. :) 

Mr. WICKENDEN. My name is Leonard Wickenden. Throughout my adult life, 
I have been an industrial chemist. I received my scientific education at what is 
now known as the Imperial College of Science and Technology, of London, 
England. I graduated in 1906 and then took a postgraduate course in the 
chemistry of foods and drugs. 

From 1908 to 1911, I was assistant chemist to the world-famous biscuit manu- 
facturers, Huntley & Palmers, Ltd., of Reading, England. I then emigrated to 
this country and obtained a position in the electrochemical department of the 
West Virginia Pulp & Paper Co. In 1913, I was placed in charge of the research 
division of the New York laboratories of that company, and in 1918, when the 
laboratories were enlarged, I was appointed chief chemist with a staff of 20 
working under my direction. In 1924, I was elected a fellow of the American 
Institute of Chemists and in 1926 I became vice president of the Suchar Process 
Corp., a company formed to exploit some of my patents, of which 26 have been 
granted by the United States Patent Office and others are pending. 

In 1934 I started a consulting practice of my own with offices at 120 Wall 
Street, New York City. Since my early years I have been interested in the 
practice and theory of growing plants; at the end of 1949 I sold my laboratory 
and retired to my home at Westport, Conn., to devote whatever years remain to 
me to experimental agriculture and the study of the soil. I am the author of a 
book entitled Make Friends With Your Land, published by the Devin-Adair Co. 


The Cuarrman. Are there any further questions ? 

If not, thank you very much, Mr. Jennings. 

May the Chair state that all of the bills before the committee seek 
to do, in effect, the same thing, and that is to protect the public and 
to provide pretesting procedures for additives. The chief difference 
that has developed largely, with one or two other exceptions, is 
largely a question of any appeal from a ruling by the Secretary. 

We appreciate your testimony and thank you for coming. 

Mr. Jenntnos. Thank you, Mr. Chairman. 


(The documents submitted by Mr. Jennings follow :) 


{Reprinted from the February 1954 issue of Food Drug Cosmetic Law Journal, published 
and mn 1954 by Commerce Clearing House, Ine., Chicago, Ill. All rights 


reserved 


CHEMICALS IN Foops—A LEGAL VIEWPOINT 
By Vincent A. Kleinfeld 


Drafting a chemicals-in-foods bill satisfactory to industries, con- 
sumers’ groups, and governmental establishments is an Augean, 
but not insuperable, task, says Mr. Kleinfeld, attorney, Washington, 
D.C. He addressed the food and nutrition section of the American 
Public Health Association on November 12, 1953. 


Before discussing some of the legal aspects of the chemicals-in-foods con- 
troversy, it would be well to set forth what I believe are some fundamentals. 
It seems clear that there is a real need for the use of so-called chemicals in con- 
nection with our food supply. I know of no qualitied person who has taken the- 
viewpoint that various staple foods should not be enriched, and I doubt that the 
consumer would be satisfied with bread made solely from flour, water, and a 
little yeast. Additives such as sugar and vinegar have been employed in food 
for hundreds of years, and salt does not become dangerous when it is called 
sodium chloride. 

In other words, the term “chemicals in foods” should not have an invidious 
connotation, for the utilization of pesticides and chemical fertilizers, as well 
as of various additives in the processing of foods, has frequently served a valuable 
function as far as the consumer is concerned. As a matter of fact, ultimately 
the rapid increase in population may compel the world to turn to chemicals for 
the purpose of increasing our food supply. The synthetic-fat program de- 
veloped in Germany during the last world war was an attempt to replace a natural 
food with a synthetic. Recently it was announced that the chemical synthesis 
of sugar had been achieved. Our scientific journals reveal that substances 
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never before found in food products are being employed in ever-increasing num- 
bers to stimulate the growth of and cause other changes in livestock and poultry, 
eure vegetable and fruit blights, act as preservatives, and produce cheaper 
fertilizers. These substances are also finding their way into food wrappers, 
where they are used to retard mould and decomposition. 

The fact remains that serious problems have arisen with the increasing use 
of food additives. There has been considerable testimony in hearings before 
congressional committees, and from qualified persons, that a definite health 
hazard may be created by the ingestion over long periods of time of many sub- 
stances which may not present any acute danger when consumed in minute 
quantities. Insecticidal-spray contamination is occurring not only in our fruits 
and vegetables, but also in such staples as milk and meat. The recent parenteral 
use of some of the new and highly toxic insecticides for the elimination of various 
external parasitic infestations of livestock raises the possibility of the accumula- 
tion of the insecticides in the edible tissues of the animals at the time of slaughter. 
The residues of antibiotics and other potent drugs in the tissues of animals 
treated with high-level therapeutic dosages of medicinals to combat various 
animal diseases, and the addition of such products to feeds in order to stimulate 
animal growth, are causing increasing concern to health officials. There is con- 
siderable evidence, moreover, that some of the newer substances presently in 
use have not undergone comprehensive testing. 


LONG-CONTINUED USAGE NO PROOF OF FREEDOM FROM HAZARD 


It is not entirely safe to assume that a substance which has been employed 
for many years is free from hazard because of this long-continued usage. It 
is possible that toxic effects caused by such a substance may not have been 
recognized or may have been ascribed to some other substance or cause. Take, 
for example, coumarin, which was used for 75 years as an ingredient of some 
imitation vanilla flavors, and as a fixative and base for other synthetic food 
flavors. These flavors were consumed in ice cream, baked goods, soft drinks, 
prepared desserts, and chocolate. Nevertheless, pharmacological studies recently 
revealed impressive evidence of the capacity of coumarin to produce serious 
damage to the liver of experimental animals. It may be noted, in passing, that 
the results of these studies were called to the attention of the Government by 
the manufacturers of coumarin, who have stopped its sale to the food industry. 

In other words, “safety by assumption,” based entirely on long usage or on 
studies of vital statistics, would not appear to be sound from a scientific view- 
point. The subtle, insidious effects of a substance upon a limited number of 
persons, particularly when consumed over long periods of time, may not be 
readily recognized. This may be the situation even where great precautions 
are taken, as with new drugs under the new-drug section of the Federal Food, 
Drug, and Cosmetic Act, and notwithstanding that the drug may be consumed 
only under medical supervision. I am sure that we are all familiar with the 
fact that it was discovered that certain cases of serious blood disorders were 
associated with the administration of chloramphenicol. It is pertinent to note, 
also, that very recent studies by the Division of Pharmacology of the Food and 
Drug Administration of certain certified coal-tar dyes used in coloring foods 
have revealed evidence of serious chronic toxicity. It is true that it is possible 
to go to fanatical extremes in attempting to require that a substance be proved 
entirely and completely safe from a chronic-toxicity viewpoint. My point is that 
comprehensive experimental evidence is always needed, and that we cannot rely 
on assumptions or probabilities. 

Thus, the increasing employment of food additives has caused a growing appre- 
hension that the Federal Food, Drug, and Cosmetic Act does not adequately 
protect the consumer, who is necessarily an amateur with respect to both the 
foods and drugs which he purchases. The statute requires that, before a new 
drug is marketed, evidence as to its safety must first be submitted to the Food 
and Drug Administration. The burden is on the manufacturer to demonstrate 
the freedom of the drug from hazard when used as directed. However, the law 
does not make a similar requirement with respect to substances employed in 
food products. Additives whose safety is not firmly established may be excluded 
from foods which are standardized by the Food and Drug Administration, and 
this exclusionary power has been sustained by the courts. But the establish- 
ment of standards is frequently a laborious and expensive process, and most 
foods are not, and may never be, standardized. Consequently, a substance whose 
safety has not been demonstrated may be utilized in many foods because the 
Government, although suspicious of the possible long-range adverse effects of 
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the additive, cannot prove to the satisfaction of a court and jury that it may 
be poisonous or deleterious. 

The problem is highlighted by the polyoxyethelene stearate emulsifiers, which 
were employed in many food products, including bread. After extremely pro- 
tracted hearings, the Food and Drug Administration refused to permit the 
use of these “softeners” in bread, and this decision was ultimately sustained 
by the courts. Recently, the food protection committee of the National Research 
Council’s food and nutrition board issued a report that presently available 
data “fail to demonstrate” that these substances are safe for use in foods “under 
all patterns of dietary consumption and for all segments of the population.” 
The committee stated, in part: 

“No new food additive should be introduced for human consumption or con- 
tinued in use in the diet as long as a reasonable doubt remains concerning its 
safety. * * * 

“The introduction into a foodstuff of a new additive which does not positively 
contribute to the nutritional quality of the food presents a situation demanding 
a particularly conservative judgment. The use of such an additive in a variety 
of basic foods which are unavoidably consumed by all groups within the popula- 
tion in both health and disease, requires that sufficient evidence be obtained to 
provide a positive proof of harmlessness.” 


IN THE INTEREST OF SAFETY 


Yet these emulsifiers were used in a variety of foods for a considerable period 
of time. This is of little concern to some. A recent editorial in a publication 
devoted to food technology criticized the report of the food-protection com- 
mittee on the surprising ground that the committee had “leaned a bit back- 
ward in the interest of safety.” On the other hand, large segments of the food 
industry believe that we should bend quite considerably in that direction. These 
groups hold the view that existing law is inadequate to cope with the problem, 
and that remedial legislation is required. For example, the American Bakers 
Association, the American Meat Institute, the Institute of Shortening and Edible 
Oils and the Millers’ National Federation have adopted a “Statement of Prin- 
ciples on Chemical Additives in Foods” which declares, in part: 

“We believe it to be a proper function of Government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pretesting new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public.” 

In view of the serious nature of the problem and the alarm evinced by those 
qualified to render expert opinions, is it asking too much of the manufacturer 
of a substance which is to be used in a wide variety of foods, and by people 
in all walks of life and in various degrees of health, to submit evidence that the 
product does not present a hazard? If this is not done, is not the consumer an 
unwitting guinea pig, upon whom experimental work is being conducted? If this 
premise is accepted, there is little doubt that some time in the not-too-distant 
future the State will enter the picture by means of the creation of an additional 
control, an amendment ‘to the Federal Food, Drug, and Cosmetic Act requiring 
the pretesting of chemicals proposed for use in or on foods. 


APPROVAL OF CHEMICAL ADDITIVES 


H. R, 2245, the food-additives bill which has been introduced by the former 
chairman of the Select Committee To Investigate the Use of Chemicals in Foods 
and Cosmetics, defines a “chemical additive” as a substance intended for use in 
or on food, which is not generally recognized by experts as having been ade- 
quately tested to show that it is not poisonous or deleterious or, if it is poisonous 
or deleterious, it is not generally recognized as having been adequately tested 
to show that it is safe. The bill provides that no person shall introduce into 
interstate commerce any chemical additive, as so defined, unless its use has been 
approved by the Secretary of Health, Education, and Welfare. A person de- 
siring to obtain approval of a chemical additive must submit to the Secretary 
reports of investigations which have been made to determine the toxicity and 
other potentiality for harm of the substance; a statement of its composition; 
and a description of methods of analysis for its quantitative determination in 
or on food. If the substance is poisonous or deleterious, a statement must be 
submitted showing that it is required in the production of food, together with 
reports of investigations which have been made to show the quantities remain- 
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ing in or on the food and a description of adequate methods of removal of 
excessive quantities. 

Unless the Secretary issues a notice of hearing, a request for approval is 
deemed to be approved on the 60th day after it has been filed, although the date 
on whieh the request sball be deemed to have been approved may be postponed 
for a period of not more than 180 days after the filing of the request. The bill 
provides further that, unless the request is approved automatically by the 
expiration of these time periods, the applicant must be given an opportunity 
for a hearing. The burden is placed upon him to establish that the substance 
which he proposes to introduce into the food channels of the country presents 
no hazard to the public health. Decisions of the Secretary are to be made only 
after a review of the whole record, and in accordance with reliable, probative 
and substantial evidence. In any such order the Secretary must make detailed 
findings of the facts on which he based his order. These orders are specifically 
made subject to judicial review in accordance with the provisions of section 
701 (f) of the Federal Food, Drug, and Cosmetic Act, which sets forth the pro- 
cedure for the review of regulations issued under most of the existing sections 
of the statute. 


JUDICIAL-REVIEW PROCEEDINGS 


The chief difficulty arises in connection with the method in which judicial 
review will be obtained. There appears to be a distrust, by many in the affected 
industries, of the administrative process. They are not satisfied with the type 
of review presently specified in the Federal Food, Drug, and Cosmetic Act in 
connection with the establishment of food standards and the issuance of other 
regulations, and which is patterned on similar provisions found in many other 
statutes. Thus, a bill sponsored by another member of the Select Committee To 
Investigate the Use of Chemicals in Foods and Cosmetics provides for a sub- 
mission of the administrative record to the United States District Court for the 
District of Columbia and for a proceeding which amounts to a complete judicial 
trial. The entire administrative record must be submitted to the court for 
consideration, but the court is authorized to take oral testimony and to consider 
the record before it de novo, and the bill provides: “No presumptive force or 
effect shall be given to the validity of the order complained of.” 

A problem arises with respect to the constitutional validity of such a pro- 
vision. Aside from this, however, the practical question arises as to the purpose 
of holding an expensive and time-consuming hearing before an administrative 
body if the process is to be repeated before a court. Why bother at all with 
the administrative hearing? I would say to the advocates of such a bill that 
they might propose going further so as to delete any provision for employing 
the administrative process, presumably predicated on the expertise of those 
constituting the regulatory body. A tenable argument can be advanced for doing 
away completely with any proceedings before an agency which is part of the 
executive branch of the Government. Under existing law, the Food and Drug 
Administration must prove to the satisfaction of a court and jury, by a pre- 
ponderance of evidence in a civil case and beyond a reasonable doubt in a 
criminal case, that a food contains a poisonous or deleterious substance which 
may render it injurious to health, or that a drug is dangerous to health when 
used in the dosage, or with the frequency or duration prescribed, recommended 
or suggested in its labeling. If a court and jury are qualified to determine such 
questions, it may be argued that they are in a position to decide whether a 
chemical proposed for use in a food may cause injury when consumed over 
a life span. 

But it is clear, as in the case of the emulsifiers, that frequently there may 
be a real and reasonable suspicion of harm, although it cannot be established 
that an actual danger to humans exists. It would seem appropriate, therefore, 
as a correlative to doing away with the administrative process, that in the 
judicial proceeding the burden should be on the chemical manufacturer to 
establish affirmatively that the substance which he proposes to incorporate into 
the Nation’s food supply presents neither a short-range nor a long-range hazard. 
It has been suggested that decisions with respect to the potential hazards of a 
food additive should be based on a preponderance of the best available evidence. 
It would not appear unreasonable, however, to urge that where the public health 
is involved the burden should be a stronger one—that the proponent of the use 
of the substance should be required to establish freedom from hazard beyond a 
reasonable doubt. 


73973—56——13 
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FOOD AND DRUG ADMINISTRATION AS LOGICAL UMPIRE 


I do not believe that it makes sense to do away with the knowledge and experi- 
ence of the Food and Drug Administration. Somewhere along the line there 
must be an umpire, and it seems to me that that agency is far more qualified 
than are a court and jury to act in that capacity—to determine whether sufficient 
evidence exists as to the safety of a product to warrant permitting its incor- 
poration into our food supply. It is not a recent innovation of Congress that 
many of the problems of our highly complicated economic system should be 
entrusted to specialized agencies. This was predicated upon the belief that 
the courts could not possess the knowledge and skills which can be brought 
to bear upon a problem in a specialized field by an agency established and staffed 
for that specific purpose. As I have indicated, however, if our distrust of the 
executive branch of the Government is such that we ask for an independent 
appraisal of the facts by the judicial branch rather than a review to determine 
whether there has been arbitrary, capricious or illegal action, then we might as 
well apply the surgeon’s knife to the ailment by having the judiciary act as 
umpire in the first place. 


TIME FOR SOLUTION 


The drafting of a bill in the chemicals-in-food arena which will satisfy the 
affected industries, the various consumers’ groups and the interested govern- 
mental establishments is an Augean, but not insuperable, task. The endeavor 
is not facilitated by the piling of Ossa upon Pelion by means of the insertion 
in proposed legislation of qualifying adverbs and adjectives; the creation of 
various committees or other tribunals to stand as arbitrators between the execu- 
tive branch of the Government and industry; the establishment of unreasonable 
periods of time within which governmental action must be taken; and the 
formulation of innovations in the field of administrative law, particularly where 
the public health is involved. Certainly there is room for compromise—for give 
and take. But it is imperative, in my opinion, from the viewpoints of both in- 
dustry and the public, that a solution be reached and an umpire chosen before 
some incident with serious consequences occurs. The difficulty encountered by 
lawyers in choosing language which is entirely satisfactory to all concerned 
and in searching for an elastic review which, I believe, would in any event prove 
somewhat illusory and the fact that it may not be possible to establish that a 
food additive is completely safe to every member of the population should not 
deter us from doing the best we can. The stakes are too important for the food 
industry to rest on the laurels it has so justifiably earned. 


The Cuatrman. The Chair notes our distinguished colonies from 
California, Mr. McDonough, who was a member of the select com- 
mittee under the chairmanship of Mr. Delany, and do you care to 
make a statement before the committee, Mr. McDonough? We are 
very happy to have you here. 


STATEMENT OF HON. GORDON L. McDONOUGH, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF CALIFORNIA 


Mr. McDonoven. Mr. Chairman and members of the committee, 
I do not have a prepared statement. I merely want to inform the 
committee that I am very happy that you have taken up this legisla- 
tion because the information that the subcommittee obtained in their 
hearings in various parts of the country indicated that there was a 
very definite need for the public to be informed of the various chemi- 
cals that are used in foodstuffs apparently to make them more pre- 
sentable to the public in packaging, in appearance, but did not add 
to the nutritive value of it and in many instances the chemicals that 
were added did apparently, and in some cases definitely did have 
deleterious effect on the health of the public. 
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The bills that are before you, as I understand it, and especially the 
Delaney bill, would require the manufacturer to submit the formula 
of those chemicals that are added. It provides that he must submit 
in addition the effect those chemicals will have upon the health of 
the individual and whether they add nutritive value or not to the 
food. I know that the public very often does not read the small 
print on labels on foodstuffs, but I think that we should give them that 
assurance, that the Government is looking after their health and 
protection to the point that it is provided and that they are warned 
that if they eat this material or consume too much of it it may have 
a bad effect. 

In one of the reports of the committee, in the 82d Congress, 2d 
session, Report No. 3256, I am sure the committee members have a 
copy of that report; there are a number of chemicals that are men- 
tioned in that report, and some description of what they are, what 
types of industry used them, and for what purpose they are used. 
They include chemicals such as nitrogen trichloride, thiourea, para- 
phenetyl urea, lithium chloride, mineral oils, monochloracetic acid, 
dehydroacetic acid, emulsifiers, and there is considerable information 
in this report on diethylstilbestrol, which is a chemical used to in- 
crease the amount of meat on a fowl. We found that was deleterious 
to the health of the individual if large quantities of it were consumed. 

In commenting on these chemicals that are used at the present time 
by certain food manufacturers, a representative of the American 
Medical Association testified that— 

Intentional chemical additives, especially those likely to find their way into 
the basic foodstuffs or to find widespread application in a variety of foods, each 
of which may be indirectly eaten, must not be permitted until the complete 
harmlessness of these agents can be demonstrated beyond reasonable doubt. 
Furthermore, the use of additives which lead to a significant decrease in the 
nutritive value should not be permitted. 

Those are the points that I think that the committee is seeking to 
establish in this legislation, and I want to compliment the committee 
for bringing this bill up, and I trust that you will soon have a bill 
for the House to act upon. 

The Cuatrman. Thank you very much, Mr. McDonough. We ap- 
preciate your interest, and we know of the great interest that you had 
during the time of the select committee hearings, and we appreciate 
your coming before our committee. Are there any questions? 

Mr. Sprincer. Just to compliment the gentleman on the thorough- 
ness with which he has gone into this question, and I am glad that 
you followed this up. We were glad to know what the select com- 
mittee found. 

Mr. McDonoveu. Thank you. 

Mr. Heseiron. May I join in complimenting the gentleman for 
his interest in coming before this committee and trying to help us 
on this very important problem. Perhaps you have not had an oppor- 
tunity to examine the bill filed by our chairman, Mr. Priest. If you 
have, do you have any comments you wish to make on that? 

Mr. McDonovan. No, I have not had a chance to examine it. 

Mr. Heseron. If you do have that chance, you would like to help 
us further. 

Mr. McDonoven. Thank you very much. 

The Cuatrman. Thank you very much. 
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The chairman will submit for the record a brief letter from the 
Seeene Academy of Nutrition. This is directed toward the Delaney 
ill. 
(The letter referred to follows :) 


THE AMERICAN ACADEMY OF NUTRITION, 
New York AFFILIATE, 
January 30, 1956. 
Representative J. Percy PRIEst, 
Chairman of the House Committee on Interstate and Foreign Commerce, 
Washington, D. O. 

DEAR MR. Priest: We, the undersigned officers have been authorized by the 
board of the American Academy of Nutrition to send you the following state- 
ment regarding the passage of bill H. R. 4475. 

The American Academy of Nutrition is a professional organization dedicated 
to a program of human betterment through fundamental nutritional knowledge. 

We are deeply concerned with the almost unlimited use of untested chemical 
additives to foods as well as insecticide residues, and the part these chemicals 
have on the underlying problems of physical degeneration that is so prevalent 
today in the United States. 

We sincerely urge the passage of bill H. R. 4475 without amendments or revi- 
sions to help protect the consumer against the unprecedented use of toxic chemi- 
cals in today’s foods. 

Sincerely yours, 
Dr. GRANVILLE KNIGHT, 
President. 
Dr. W. C. MARTIN, 
Vice President. 


The CuHatrman. If there are no further witnesses to appear as was 
announced earlier in the hearings, we will hear from the Food and 
Drug Administration on February 14. This closes the public hear- 
ings on this legislation with the exception of the Food and Drug Ad- 
ministration. The Chair has already obtained permission to insert in 
the record statements that any witness who was scheduled to appear 
and could not appear may desire to submit for the record. 

The committee stands adjourned. 

(Whereupon, at 11:45 a. m., the subcommittee adjourned to recon- 
vene on February 14, 1956.) 
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TUESDAY, FEBRUARY 14, 1956 


House or REPRESENTATIVES, 
SUBCOMMITTEE ON HEALTH AND SCIENCE OF THE 
CoMMITTEE ON INTERSTATE AND FoREIGN COMMERCE, 
Washington, D. C. 

The subcommittee met at 10 a. m., pursuant to recess in room 1334 
of the House Office Building, Hon. J. Percy Priest (chairman) pre- 
siding. 

The CuHatrmMan. The subcommittee will come to order. 

The subcommittee is continuing hearings today on a number of bills 
proposed to amend the Food and Drug Act with reference to food 
additives. The oral testimony was completed, in open hearings, in 
connection with this legislation several days ago, with the exception 
of the Food and Drug Administration. 

We are happy today to have Commissioner Larrick to open the 
testimony for the Food and Drug Administration. 

Commissioner, you may proceed. 


STATEMENT OF GEORGE P. LARRICK, COMMISSIONER OF FOOD AND 
DRUGS, DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 


Mr. Larrick. Thank you, Mr. Chairman and members of the com- 
mittee. 

My name is George P. Larrick, I am Commissioner of Food and 
Drugs, Department of Health, Education, and Welfare. 

Secretary Folsom has submitted a comprehensive report on all the 
bills under consideration here. Therefore, I will not go into details 
about them. 

The Department supports chemicals in foods legislation. It is 
needed, first, to fill the gap in the present law which permits untested 
or inadequately tested chemicals to enter the food supply, and second, 
to relax the present rule which flatly prohibits unnecessary or avoid- 
able poisons in food. This prohibition applies to all such materials 
whether or not they are useful and despite the fact that the amounts 
proposed for use may be so small as to involve no hazard to health, 

Within the past 20 years hundreds of chemical substances have 
been added to foods, and the search for new chemicals to improve 
food is being accelerated. 

Chemicals can improve and simplify the factory preparation of 
foods. Consumers demand more and more ready-to-eat foods made 
possible by added chemicals and other improvements in food tech- 
nology. 
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Chemical agents are used to prevent rancidity and inhibit mold; 
they act as leavening agents, stabilizers, colorings, flavorings, 
acidulants, and emulisfiers; also to prevent caking, foaming, and 
browning. They bleach, neutralize, preserve, sweeten, lubricate, and 
thicken, to mention a few legitimate uses. 

As has been brought out in the hearings of the Select Committee 
for the Investigation of Chemicals in Food in the 81st and 82d Con- 
gresses, and in that committee’s report on food additives, House Re- 
ort No. 2356, 82d Congress, as well as in the hearings on the present 
bills before your committee, all too often chemicals have been intro- 
duced into foods and investigations into safety have followed later. 
This involves a risk to the public that is not justified. 

The bills before you propose to minimize the risk. They would go 
far toward eliminating the hazard from consumption of untested or 
inadequately tested chemicals in foods. 

The bills, however, would place a great responsibility upon us in 
protecting the public, not by eliminating all poisonous or deleterious 
substances from the daily diet, but by permitting use of poisons in 
safe amounts. Heretofore, except for pesticide chemicals used on raw 
agricultural commodities, we have not had to attempt an estimate of 
how much poison would be added to the total diet and what that 
amount would mean in health terms to the entire population. 

Once it was shown that the proposed additive was a poison, it was 
excluded unless it was necessary in production or unavoidable in good 
manufacturing practice. Over the years, only the pesticide chemicals 
have met this test of necessity. 

The present proposals, except H. R. 4475, would reverse that strict 
policy of the law against poisons in our food. They would do so in 
recognition of the fact that the policy sometimes stands in the way 
of technological advances that can be made safely. 

The policy of the present laws takes no account of the ability of our 
scientists today to say with reasonable accuracy whether a new chemi- 
cal proposed for specific food uses in limited amounts poses an undue 
risk to health. 

It is not my purpose to discuss our objections to declaratory judg- 
ment procedure as a means of court review in detail. I am not a lawyer 
and I shall leave that to the Assistant General Counsel, Mr. Goodrich, 
because it is essentially a legal question. 

I do wish to point out, however, that we are strong in our views 
that the essential questions presented in determining the safety of 
additives in food are scientific questions and that the scientific method 
utilized in the conventional administrative approach is the one most 
certain to be adequate and effective. 

We have had some experience under the Miller pesticide amend- 
ment. We have had extensive experience in handling the new drug 
provisions of the 1938 act. 

We do not believe that efficient and effective protection of the public 
health will result under a procedural requirement that would make 
it necessary for the Department to institute a lawsuit every time it 
reaches an adverse position on the application of a petitioner who 
would like to put out a new food additive. 

We believe that all possible expertise should be brought to bear on 
these problems which have been repeatedly described here in this 
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hearing room as a question for experts: This is most likely to re- 
sult from.the administrative hearing and circuit court of appeals re- 
view of the record as contrasted with trials do novo, with or with- 
out juries. 

Formaldehyde is a poison. It also is an effective preservative. As 
a matter of historical interest, formaldehyde was used in preserving 
meat for our soldiers in the Spanish-American War. The public 
knowledge of this fact was a powerful influence in bringing the Fed- 
eral Food and Drugs Act of 1906 into being. 

It is possible that formaldehyde could be used in such small amounts 
in preserving milk that all available testing procedures would seem 
to indicate that the milk would not be harmful. If so, under the 
proposed legislation we would have to permit its use. 

But would the use of this preservative, even in seemingly safe 
amounts, be worth taking any risks with formaldehyde, considering 
the “ee of modern methods of sterilization and refrigera- 
tion 

Obviously we should go very slow in permitting known poisons in 
the Nation’s food, even in apparently safe amounts. This is par- 
ticularly true in the case of foods like milk that are consumed by in- 
fants. 

We think they should be permitted only when there is some defi- 
nite benefit to the producer or consumer to justify the risk involved. 
And this proof of Jonctions! value, as well as apparent safety, should 
be required for all chemicals that are not plainly harmless substances. 

Any sound judgment on such an important matter requires con- 
sideration of all the facts, the facts on utility as well as toxicity. The 
general public would rightly object to the unjustified addition of 
poisons, in any amount whatever, to their foods. 

If an additive is wholly innocuous under any circumstances of use, 
the question of its functional value is not of any concern in this 
amendment. It follows that we are talking about small quantities of 
substances which are active poisons, where the safety factor lies only 
in keeping the quantity down below the level of discernible injury. 

In other words, we are talking about substances which, if the quan- 
tity is increased, do become dangerous. In our view it would be in- 
consistent with safe public-health practice to permit apparently safe 
quantities of such poisons for no sebubentin’ reason, or to permit them 
where wholly nonpoisonous substances or methods would serve the 
intended function of the poisonous additive as well or better and with 
no risk to the consumer’s health. The hypothetical case of formalde- 
hyde in milk illustrates this point. 

The eminent Food Protection Committee of the National Research 
Council agrees with us on this. They recognize that the scientific 
methods of today make it impossible to say with eee certainty 
that many chemicals will be entirely safe for man in all conditions of 
sickness and health, and youth and old age. 

The best that can be done is to learn with reasonable certainty what 
the future probabilities are likely to be. So long as our methods of 
testing involve complex chemical and biological methods of analysis 
and identification, there will be a residual risk in permitting use of 
some chemicals. Given adequate procedures for keeping the risk a 
norminal one, we would support legislation that permits even poison- 
ous chemicals to be used at apparently safe levels, provided that in 
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such cases the chemical serves some function that warrants taking the 
minimal margin of risk. 

Experiments in preservation of foods by ionizing radiation from 
X-ray, radioisotopes, and radiation from atomic piles have now 
advanced to a point where they offer a distinct possibility that the 
processes will be adapted to commercial use. These methods, as well 
as the use of radioisotopes as quality control measures, should not be 
permitted until it is shown that the food products will be safe. 

We therefore recommend that the pretesting requirements and pro- 
cedures of the legislation be made clearly applicable not only to radio- 
active substances that might be introduced into food, either deliber- 
ately or unavoidably; but also to any changes in food, or new sub- 
stances formed in food, by subjecting it to radiation from internal or 
external sources. 

We would welcome committee consultation with representatives of 
the Atomic Energy Commission as well as our Department, in this 
connection, Staff members of the Department and of the Atomic 
Energy Commission are prepared to cooperate in working out an ap- 
propriate amendment for assuring the safety of food affected by 
radiation. 

The bills, by referring to “food,” incorporate the statutory definition 
of “food,” which includes food intended for consumption by lower 
animals as well as food for man. 

In order to avoid any question, however, we recommend that it be 
made explicit that, where animals are raised as food for man, or to 
produce food for man such as milk or eggs, the safety tests should 
establish not only that chemical additives in animal feeds are safe for 
the animal which is to consume the food, but that such chemicals will 
not injuriously affect human beings who eat the flesh or other products 
of the animals, 

It recently was estimated that a high percentage of commercial 
feeds contain some type of medication to improve growth or yield of 
praviis This new development requires surveillance if we are to 
1ave adequate public protection. 

We oa not absorb these new responsibilities in our normal budget 
without seriously neglecting other responsibilities which are also 
important. 

As another important improvement in the proposed legislation, the 
Department recommends the inclusion of a provision for the collection 
of fees to defray insofar as is practical the cost of the service. 

Mr. Delaney’s bill, H. R. 4475, contains such a provision, and so does 
the pesticide amendment enacted by the last Congress, which could 
serve as a pattern. 

The legislation would obligate us to act quickly on all applications. 
We could not control the volume of work. We believe that the cost 
of the necessary governmental review of the scientific data is a legiti- 
mate charge to the cost of doing business. 

We urge that the time limits for our initial review of the scientific 
data be extended to 120 days, with authority to extend the period to 186 
days if that is necessary for our review. This would be analogous to 
our new drug procedure. 

We believe that the review process will be no less difficult or time- 
consuming in many cases than passing on a new-drug application. 
We are, of course, speaking of maximum time periods. 
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Just as in the case of new drugs, we would act as promptly as pos- 
sible. A fee provision, incidentally, will speed our action by greatly 
facilitating adequate scientific staffing. 

Some consideration should be given to the effective date of the new 
legislation. It will eliminate the t use of some chemicals now employed 
by food processors, unless there is a grandfather clause in the bills. 
For reasons we will give, we are opposed to a blanket grandfather 
clause, but we believe the industry should be given a reasonable period 
to adjust to the new legislation. 

We suggest that you follow the example of the pesticide amendment, 
making the new law effective 1 year after the date of its enactment, 
with authority vested in the Secretary to extend the effective date in 
the ease of individual products for an additional 2 years when the 
extension is found necessary and poses no undue risk. 

A blanket grandfather clause would put the approval seal of Con- 
gress on the continued use of chemicals of questionable safety. Ex- 
amples were given in the Delaney committee report. 

We believe only those chemicals should be automatically exempted 
from the new law which are recognized among competent experts 
as safe for their intended use. This would make it unnecessary, for 
example, to do studies on table salt, but would not approve the con- 
tinued use, without scientific proof of safety, of the synthetic emulsi- 
fiers now widely used in some fabricated foods. 

Aside from that broad exemption, we believe that the grandfather 
clause should be limited so as to exempt only those additives, used 
under specified circumstances, which have received the sanction of 
the Department pursuant to specific authority in the Food, Drug, 
and Cosmetic Act, prior to the effective date of this amendment. To 
include any other automatic exemptions of products which are not 
generally recognized as safe by experts competent to judge them would 
substantially defeat the very purpose of this legislation. 

The need for this legislation has arisen out of the fact that products 
are offered on the market which contain additives which have not been 
adequately pretested to insure their safety. If we include in this 
legislation an exemption for such additives, we leave a no-man’s land, 
contrary to what we believe the public interest. 

With the establishment of a deferred effective date, such as we have 
suggested, substantial time would be allowed for such adjustments 
in industry as might be necessary under these provisions, and the 
type of tests shown necessary to safety, where necessary to be made, 
could be made. 

Finally, we favor a provision, such as is contained in some of the 
bills, w hich would empower the Secretary to provide by regulation 
for the exemption of additives for researc -h purposes or when he other- 
wise finds it consistent with the public health, without the necessity 
of going through the formalized procedure generally applicable under 
the bills. 

The Cuarrman. Thank you very much, Commissioner Larrick. 

It is my understanding from your statement that the principle of 
pretesting i is accepted as an important one at this time by the admin- 
istration ¢ 

Mr. Larrick. By the administration and by the industry too, Mr. 
Chairman. 
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The CuairmMan. We have a number of proposals before the com- 
mittee, and all of us are seeking light on the question, particularly 
those that have developed some controversy. 

I noticed on page 4 of your statement, and this is a subject that 1 
wanted a little more enlightenment on, with reference to the functional 
value of an additive, and you state near the bottom of the page: 


If an additive is wholly innocuous under any circmstances of use, the question 
of its functional value is not of any concern in this amendment. 


I think I agree with that position. 

The question I had in mind was: 

How do you propose, let us say, referring to page 2 of the staff 
memorandum which the Department submitted, how would you 
propose to measure whether a new ingredient which is apparently 
safe on the basis of all available information, would or would not 
be needed in a food ¢ 

It seems a little hazy to me. 

Mr. Larrick. I would ask the person who wishes to use the addi- 
tive in the food to submit, along with the data showing it is safe, 
a statement showing the reasons that he wanted to use it. 

For instance, we had a man walk in not so long ago who was a 
bottler of grape juice. He said that in bottling grape juice the proc- 
ess is very slow because as the juice comes down the automatic fillers 
it foams, and they have to stop and they cannot fill bottles fast. By 
adding a tremendously minute amount of a chemical called a silicone, 
they can stop that foaming altogether and they can do a more effi- 
cient manufacturing job. I think that the saving they make in 
that connection is passed on to the consumer and serves a useful 
purpose. 

I think that is the type and kind of thing that would be examples 
of utility. 

The Cuarrman. Then, as I understand your position, you feel that 
an additive, although it is harmless insofar as all scientific informa- 
tion is concerned, it still must be shown to be of some use to the con- 
sumer or in the manufacturing process. If must be demonstrated 
that it has utility value before it would be approved ? 

Mr. Larrick. That would be our recommendation. 

The Cuatrman. Even though it might be, so far as all data is 
concerned, shown to be entirely harmless if used ? 

Mr. Larrick. That is right. 

Congressman, there is a committee of the National Research Council 
known as the food protection committee. It is a completely disin 
terested body of scientists who concern themselves with problems 
in this field, and they have studied this problem and their view is 
that before a poison should be used in a food it should be shown: 

(1) That at the level used it is safe; and (2) That the additive 
will benefit the consumer. 

I would go one step further and say that it is shown to be of value 
to the consumer or of value in the manufacture of the article. 

The CHatrMan. Suppose it is a seasoning of some sort? Maybe 
some people like a food more highly seasoned than others and a 
manufacturer manufacturing the same product. manufactures one 
brand of it with more seasoning or with a new additive which is for 
the purpose of seasoning and which is harmless insofar as all sci- 
entific data shows. 
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What would be the determination there? What rule would you 
use to determine ¢ 

Mr. Larrick. I would say if they submitted a showing that a num- 
ber of people preferred it etme of this seasoning that that would 
be quite acceptable. 

e CuarrMan. Would the question of functional value enter the 
yicture in the case of an additive that is harmless and which makes 
the food more attractive, more appealing to the eye? 

Mr. Larrick. In all of your questions, Congressman, I am assum- 
ing Sat you are dealing with something poisonous ? 

he Cuatrman. At this point I am dealing with something that 
is not. 

Mr. Larrics. As I testified, it is our view that if it is completely 
innocuous that this legislation need not consider itself with utility. 

The Cuairman. If it is completely harmless, there is no question 
whatsoever ? 

Mr. Larrick. That is right. 

The CuatrmMan. These same questions that I have been asking 
would apply perhaps with the answers you have given to an additive 
that may have some degree of poison, let us say ? 

Mr. Larrick. Exactly. 

The Cuatrman. That functional value question has disturbed me 
a good deal because I think you have to have, as you have said, certain 
definite criteria to judge. 

Take the question of formaldehyde in milk, which you used as an 
example. Would the milk not be adulterated under section 402 (b) 
( Apne the formaldehyde makes it appear of greater value than 
it is 

Mr. Larrick. That would depend on individual circumstances. If 
the milk had not spoiled and still was perfectly good milk and all it 
a in it was the formaldehyde, I do not think we could sustain that 
charge. 

We eliminated formaldehyde and boric acid in the old days on the 
ground that they were harmful, and under the 1938 act it just ruled 
them out because they were poisons and are avoidable. 

Our proposal is a considerable relaxation of the present rule. What 
we have tried to do is to find a median ground of what it is now and 
what the other advocates would like to have it. 

The CuHarrman. Could you proceed against a dairy product con- 
taining formaldehyde on the basis of adulteration ? 

Mr. Larrick. Now? 

The CuarrMan. Yes. 

Mr. Larrick. Under the present law, formaldehyde is a poison and 
unless they get a tolerance and show it is unavoidable, it is outlawed. 

The Cuatrman. Take the two bills, the bill of Mr. O’Hara and of 
myself; what would be the situation if enacted into law under those 
two proposals ? 

Mr. Larrick. If they could show that the formaldehyde in the 
quantity used is not poisonous, is not dangerous, under those laws 
they would be at liberty to use it. 

The Cuatrman. Their ability to show that would come under the 
pretesting procedures ¢ 

Mr. Larrick. Exactly. 
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The Cuarrman. Would that not, in effect, be the same as present 
law, or would it? 

Mr. Larrick. No, the effect under the present law is that if some- 
body proposes to use formaldehyde in milk and we say no, formalde- 
hyde is a poison and the law says you cannot use it in any amount 
unless the Secretary has made a tolerance for it, and the Secretary 
can only make a tolerance for formaldehyde if it is necessary in the 
production of a food or is unavoidable. Under that, a great num- 
ber of substances have been ruled out completely. 

Under these bills we think it would be wosettie to get it reintro- 
duced if they can show a level at which it is useful and also apparently 
harmless. 

The Cuairman. Also apparently harmful ? 

Mr. Larrick. Harmless. 

The Cuatrman. If they can show that at a point it is useful and 
harmless ? 

Mr. Larrick. That is right. 

The Cuatrrman. Then it might be approved ? 

Mr. Larrick. That is right. 

The Cuairman. A tolerance set up for it? 

Mr. Larrick. That is right. 

The CratrmMan. There may be some other questions on this and 
other points in the legislation, but I shall not take more time at this 
point. 

Mr. O’Hara, do you have some questions? 

Mr. O’Hara. Yes, I have some questions. 

Mr. Larrick, following up the questions of Mr. Priest, if Congress 
did not give you this requested authority to pass on the American diet 
and pass on the functional value of an ingredient, would it in any way 
affect your basic determination whether the new ingredient offers a 
hazard to the public health ? 

Mr. Larrick. It would not influence the basic determination whether 
at this level of consumption it appears to be safe or does not appear 
to be safe, but it would upset the sort of balance that you always have 
to consider when you are deciding whether or not some residual risk 
is worth taking. 

For example, a man walks into our plant and he has a new drug 
and it is a treatment for a whole series of diseases that there has never 
been a treatment for before. Now the drug is not innocuous because, 
in the case of these potent drugs, none of them are mnocuous. 

So what we do is, we weigh the good against the possibility of harm 
as we did in the case of sulfanilimide and sulfathiazole. Our weigh- 
ing is done with regard to whether it will cause the greatest good for 
a greater number, or whether the reverse is true. jaye 

I think the proper consideration of safety in food inevitably con- 
siders how it is going to be used and what good is it. 

Mr. O’Hara. I still think you do that today and you do it under 
the Priest and O’Hara bills, the last two. 

Do you not come back to that last under the Food and Drug 
Department ? 

Mr. Larrick. If you make it so, but we do not think so. If you 
would make it, we would be pleased. 
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Mr. O’Hara. You see some skeletons in the closet? You answered 
the question both ways and I do not know which I am supposed to 
believe, and I do not say that to embarrass you. 

Mr, Larrick. If you could make an absolute finding of safety, yes 
or no, I would say the functional use would not come in, but since you 
have all manner of people eating this food, people of all ages, you 
cannot test it enough. You cannot test it on a man with tuberculosis, 
a man with kidney trouble or a man with heart trouble. So you have 
to resolve a lot of that with reasoning. 

Mr. O’Hara, Let us take the table salt, for example, that we go to 
the grocery to buy. It can be very poisonous to a person with heart 
disease or with kidney disease ¢ 

Mr. Larrick, That is right. 

Mr. O’Hara. They could seriously be affected by undue use of the 
table salt that one has on the table every day; is that not correct ? 

Mr. Larrick. Quite right, sir. 

Mr. O’Hara. Do we not have to use a little common sense in the 
use of these simple things? 

Mr. Larrick. We really have to. 

Mr. O’Hara. Should not Food and Drug have to use a little com- 
mon sense? 

Mr. Larrick. They should. 

Mr. O’Hara. I would like to ask a couple of general questions. 

Do you see some good in the last Priest-O’Hara bills? Does it offer 
a considerable improvement in the powers of the Food and Drug and 
also for the public protection ? 

Mr. Larrick. Definitely. 


Mr. O’Hara. Now, separating the declaratory judgment feature, 
Cc 


you feel that they are, these two bills are, improve 
public welfare ? 

Mr. Larrick. Unquestionably. 

I think the motives of the introducers were of the very best. 

Mr: O’Hara. Would you say that the people who worked on these 
bills in preparing them have a very high eotard of serving the public 
as best they can, those who process foods and the chemical manu- 
facturers ¢ 

Mr. Larrick. There is no question whatever about the motives. 

Mr. O’Hara. When we get down to the functional use of foods, if 
the food is not functional, those people are not in business very long, 
are they ¢ 

Mr. one What they say is that as long as the present Commis- 
sion is in they would not worry because of this and that. 

Mr. O’Hara. I would say I agree with them. 

Mr. Larrick. Actually, if I take off, Mr. Harvey will take my place 
and he is not a bad guy. 

Mr. O’Hara. Let me say on the record that to some you are a relief 
to some of your predecessors. 

Mr. Larrick. I am a very great admirer of my predecessor, Mr. 
O'Hara. 

Mr. O’Hara. Certainly, and I am also. 

Mr. Larrick, would you feel that you would rather not have the law 
than to have it with the declaratory judgment feature? Is it that 
important ? 


generally for the 





202 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Mr. Larrick. Yes. 

The advice that I get from my lawyers is that every time we make an 
adverse decision, we have to file a lawsuit. If that is true, I think the 
complexities of having lawsuits all over the country all the time would 
be too great. Ido not subscribe to the view that they would never use 
this thing. 

We tried to rule off the market 3 colors the other day and we got 4 
lawsuits on the 1 action and they are in 4 different circuit courts of 
appeal, I think scattered throughout this Nation. 

Believe me, that takes time and it takes your scientists away from 
their work and the lawyers away from their work, and I want a mini- 
mum of legal 

Mr. O’Hara. I know, but is not the important thing under our sys- 
tem of Government that people have the right to have an adjudication 
in court ? 

Mr. Larrick. I would not argue with you about the legal side of it 
because I am not a lawyer. 

Mr. O’Hara. Is that not true? 

Mr. Larrick. Yes; I certainly think that the people are entitled to 
a check on the bureaucracy. I think they have a right to appeal, but 
in my 33 years, I am convinced that fairness can be had under the 
Administrative Procedures Act. 

Mr. O’Hara. You feel that this declaratory judgment procedure 
would just be awfully bad for you people? 

Mr. Larrick. I think it would be bad for the public, Mr. O’Hara. 

Mr. O’Hara. I am going to ask a question and maybe you would 
like Mr. Goodrich to sit up with you? 

Mr. Larrick. He is the next witness. 

Mr. O’Hara. Is he going to testify ? 

Mr. Larrick. Yes. 

Mr. O’Hara. Then there are some questions which I would like 
to ask him, which I will defer at this time. 

Mr. Larrick. You can save all the hard questions for him if you 
please, sir. 

The Cuarrman. Mr. Carlyle? 

Mr. Cartyxe. Mr. Larrick, I wish that you would restate your posi- 
tion relative to the grandfather feature of these bills. 

Mr. Larrick. We would exempt from the operation of this law all 
food additives which are generally recognized by experts as safe. 
We would exempt from this provision, this grandfather clause, all 
chemicals where the industry has an expression of view from the Food 
and Drug Administration that the use that they have proposed for 
them is safe and that covers a great many. 

In my testimony I did not mention it, but I think it would be wise 
to exempt those chemicals which have been passed upon favorably 
for use in meat by the Meat Inspection Act. 

Now I made too, Mr. Carlyle, a proposal somewhat similar to the 
one I made on the oranges, and that is that the bill not go into effect 
for a year and then, inevitably, there will be some products where the 
manufacturer and we will finally decide that if he is going to use it 
he has to do the test, and the test takes between 2 and 3 years so I 
would let the Secretary have the power to exempt individually for 2 
additional years each product, product-by-product, where the Secre- 
tary came to the conclusion that the public health was not in jeopardy 
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and it was safe to let this chemical continue to be used while the test- 
ing is completed. 
r. Carty.e. That is all. 

The Cuairman. Mr. Dies? 

Mr. Dies. Mr. Larrick, the thing that troubles me about this bill 
is the standard here, the very beginning where you say that the term 
“new food additive” means any substance used or intended to be used 
for any purpose in the manufacture, packing, processing, prepara- 
tion, or other fabrication of any food, or in the packaging, trans- 
porting, which thus becomes or could reasonably be expected to be- 
come, and, two: 

* * * is not generally recognized among experts qualified by scientific training 
and experience. 

I think that is so vague and indefinite and general that it puts the 
manufacturer, the processor, in a very bad situation. 

Suppose I am a processor or manufacturer and I am trying to 
interpret this law and I want to live up to it, and here is the act and I 
have an additive. How in the world, under that standard, could I 
determine whether it ought to be pretested or not ? 

It seems to me that that is an innovation. I have never heard of 
that sort of language in any statute in my experience. I think offhand, 
certainly I do not know a great deal about this subject, but it would 
seem to me offhand that the standards simply ought to be, 1, as 
you have it, and 2, whether or not it is safe or unsafe, and then the 
manufacturer or processor has the burden. 

He certainly is going to pretest it anyway. He knows that he is 
liable under common law, statutory law; that he is taking a very great 
risk and that if he puts something on the market that is harmful he is 
subjecting himself to lawsuits, monetary damages and everything 
else, and to action on the part of the Food and Drug Administrator 
to stop him and to be involved for it. 

So it seems to me the standard ought to be simplified and eliminate 
this thing of saying “generally recognized.” If you go into the 
courthouse, who is an expert? How many would have to agree to be 
“generally recognized” ¢ 

I just seriously doubt if our courts would uphold any such lan- 
guage as that. 

Mr. Larrick. Congressman, I do not differ with you at all. If we 
could get more precise language, it would be highly desirable, but 
what we did was to just go on our experience. 

Way back in 1937 there was a terrible tragedy in the drug field 
where a firm took sulfanilimide and dissolved it in a new solvent and 
killed a lot of folks. The Congress at that time was considering the 
1938 act and they put in it there a provision to do the very thing for 
drugs that we are here asking you to do now on foods, and the lan- 
guage that they used, Congressman, they said : 

The term “new drug” means any drug the composition of which is such that 
such drug is not generally recognized among experts qualified by scientific 
training and experience to evaluate the safety of drugs as safe for use under 
the conditions prescribed, recommended, or suggested in the labeling thereof. 

Now, as a practical matter, the way this thing has worked since 
1938, and we have had much experience with it, is this—— 
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Mr. Dies. Has that ever been interpreted, construed by the courts, 
that language? 

Mr. Larrick. No, sir. We have administered 

Mr. Dries. From my training as a lawyer practicing in the courts, 
I do not think I ever heard of language used like that by which a 
man will be judged and his rights will be determined. 

Mr. Larrick. Could I explain how it works in practice ? 

The way it works in practice on drugs is that the first step that a 
manufacturer takes is the logical step and he comes to the Food and 
Drug Administration. He goes to the particular scientist in our staff 
who is the man who speaks for us in the area of expertness. If they 
get together, and thank goodness they do ninety-some odd times out 
of a hundred, that settles it and we write him a letter and tell him 
that we think it is established as safe and we make the new drug effec- 
tive. 

If they do not get together, generally in a very friendly way they 
go to the people that are recognized by the National Research Council 
and by the colleges of the country as experts in the field, and while 
it seems nebulous, actually it is not nearly as neubulous 

Mr. Dies. I am certain that you cooperate, but as a matter of writ- 
ing legislation which ought to be definite and certain and something 
that a citizen could understand, it seems to me that it would be far 
better to make the standards safe or unsafe and then the manufacturer 
can protect himself. He could still go to your Department and say, 
“T am in doubt whether this is safe.” 

Mr. Larrick. That would be stronger from the Department stand- 
point than the language we have. It would put more burden on 
the industry. 

Here is the sort of thing that would come up: 

The modern testing techniques to determine safety are largely an 
outgrowth of this technological decade or two that we have just 
come through. There are hundreds of substances in our dietary 
that have been used for 40, 50, 60, 70, or 80 years, but they have never 
been tested. There has been no occasion to test them’ because the 
common acceptance of them as safe has come about through long 
usage, but you could not prove through scientific methods whether 
they are safe or not, and we were trying with this language to liberal- 
ize it a little bit more than would be true if you had to prove if it is 
black or white. 

Mr. Dies. You see, the burden on the manufacturer or processor 
is to see that whatever he puts on the market is safe. 

Mr. Larrick. That is right. 

Mr. Dries. In most of the States, the statutory and common law 
prescribe it; that is the burden. It is not whether a thing is gen- 
erally recognized; it is not qualified by any such recognition. He 
has the responsibility and he has the responsibility to see that what- 
ever he puts out is safe ; that is the standard there. 

Mr. Larrick. That is right. 

Mr. Dies. As to how you apply that standard is another question, 
but here you write into the law itself something that appears to me 
to be something that the courts would never uphold. I do not see 
how they could ever determine what was generally recognized. 

Mr. Larrick. You area lawyer and I am not. 
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Mr. Dies. I do not know but I am asking these questions so that 
I can be enlightened. It would seem to me ‘that there would always 
be differences of opinion. 

Mr, Larrick. Congressman, all I can say is that we have used this 
language since 1938 and we have successfully handled over 10,000 
new drug applications, and in my opinion the proof of the pudding 
is in the eating, but I do not have the legal background to answer 
you. 

Mr. Dies. You are saying that before you put this drug on the 
market you have to do something. Heretofore it was your responsi- 
bility. You knew the law and you knew that you could not put on 
the market anything that was unsafe and that was hazardous. If 
you did it, we would come in and we would hold you liable. 

The man who was hurt would hold you liable and the Department 
would enjoin you. 

But here you are saying that before you can ever put this on the 
market or use it, you have to do something, you have to pretest this 
thing. You have to go through certain ‘formalities in advance of 
ever using it. You set up a standard there and it seems to me he would 
be lost to determine whether or not his position was sound. Of 
course, in practical application, he could come to the Department 
and gets its advice but, actually, the burden is on him to determine 
whether it is generally recognized by experts. 

I do not know. I have never seen that kind of language and it does 
not seem to me to be good legislation, and I would think that you 
would be within the fundamental laws that we now have by just 
simply continuing that responsibility and if he puts that on the 
market and it is unsafe, then he does so at his own hazard. 

Mr. Larrick. Just so that there has to be a showing. 

Mr. Dies. That isright. He has to pretest it. 

Mr. Larrick. Yes. 

Mr. Dies. Suppose I knew that here is the law that I have to pretest 
when there is a question as to safety. I am going to be certain to 
pretest it because there is every reason for me to do so. 

Mr. Larrick. But that does not come up with the answer that it is 
safe or not safe. The answer you get is that when these scientific data 
are laid before the scientists of the country their opinion is that, trans- 
lating this work on the blood, heart, liver, and spleen of cats and rats 
and guinea pigs, their opinion is that it is safe for men. They cannot 
say it issafe. It always comes down to that. 

Mr. Dries. That is true with almost everything. 

Mr. Larrick. Here it is unique because you cannot experiment on 
man and man is different than animals, so you always have to bridge 
that gap with certain knowledge between the test on the animal and 
the final use on man. 

Mr. Dies. There is another thing that troubles me. 

This question of function and use, of course, we are trying to pre- 
serve our free-enterprise system because we have made great progress 
under it. The question of whether a citizen wants to use something, 
the best criteria is whether the public is willing to buy the product. 
They are the final arbiters of this thing. 

Now you step in and you have a third party take over that func- 
tion and say, “We are going to determine whether it is functional.” 

73973—56——14 
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Of course, that is a pretty great responsibility for a department. What 
is functional or useful for me, what I like, may be entirely different 
from what you or my colleague, Mr. Hayworth, would buy. He might 
consider something useful and I would say it has no use whatever. 

Mr. Larrick. I would say it ought to be allowed. 

Mr. Dies. I think it is substituting the judgment of the Department 
for a criteria that has proved excellent in the past, the thing that has 
brought us progress. As long as you have a good department, men 
that have respect for our system and who want to uphold it, you are 
all right; but suppose you get some fellow in there who is obsessed 
with the idea of wanting to change it, and I have seen a few drift in 
here in my twenty-odd years, and I have seen some queer ideas. 

You get such a Commissioner and it seems to me you would give 
him a great deal of power. 

Mr. Larrick. I would not want to discuss that, because I hope that 
never comes about ; but if you get a bad Commissioner in there, I think 
it would be pretty hard for him to hold his job. 

Mr. Dres. I have seen some stay a pretty long time around here. 

Mr. Larrick. Congressman, let me make one point. 

Your point about the test of an article being the acceptance by the 
public is wonderful for most areas, but the problem we are dealing 
with here is what is going to happen to you and your children if you 
eat 10 parts per million per day of this chemical in your food for 30 

ears, and at the end of 30 years you may find out what it did to your 
cidneys, heart, or spleen, but it is too late then to do anything about it. 

Mr. Dres. No one can definitely tell, anyway. It gets down to the 
proposition, as I gather from your testimony, that when the experts 
go into it they are guessing. 

Mr. Larrick. But they can do a lot better than the layman and they 
have eliminated many dangerous products before they hit the market. 
The industry has experts and the industry eliminates far more than 
we have. 

Mr. Dres. Of course, I have always had a feeling that the best de- 
terrent is the responsibility of the industry. They have a very high 
degree of responsibility and I do not want to do anything to lessen 
that responsibility because it has worked very well in the past, and 
yet I can see the value of pretesting. I can see if we can work out 
appropriate language, it would be well for the industry and well for 
the public. Why wait until the thing happens? 

At least it is a measure of precaution, but it is the way in which 
we set it up that troubles me. If we are going to set this thing up 
with so much more redtape and what.have you that will be ineffective. 

Mr. Larrick. I want a minimum of redtape. 

Mr. Dries. Right offhand it seems to me that this “generally recog- 
nized by experts” is a very indefinite way of legislating. 

Mr. Larrick. When Mr. Goodrich comes on, I wish you would direct 
the same question to him because he is a lawyer and has given a lot of 
thought to that. 

Mr. Dres. What would happen tome? I ama manufacturer. If I 
made a bad guess as to whether something is generally recognized, 
what would happen? I am subject to some penalties there; am I not? 

Mr. Larrick. You certainly are, sir. 

Mr. Dres. Suppose you had a criminal statute ? 

Mr. Larrick. It is a criminal statute. 
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Mr. Dies. This is a criminal statute? 

Mr. Larrick. This is a criminal statute. 

Mr. Dms. Suppose we were in the State of Texas—of course, we 
never do anything wrong there—but suppose we passed a law and 
said that it is a violation of the law subject to penitentiary offense 
if a citizen commits a certain act which is generally recognized as 
reprehensible in the community. The courts of criminal appeals in 
Texas would declare it void. 

I am talking about this whole thing in an attempt to clarify it in 
my own mind, and not with the thought of defeating the purposes of 
this legislation. 

Mr. Larrick. All I know is that we have had it in there for a 
number of years. 

Mr. Dries. That is all. 

The Carman. Any questions? 

Mr. Hayworth? 

Mr. Hayrworrn. No questions. 

The Cuairman. Mr. O’Hara? 

Mr. O’Hara. With reference to your testimony concerning the 
grandfather clause, inasmuch as you hate commented on that in your 
report, and of course the Department of Health, Education, and Wel- 
fare recommends no grandfather clause except for ingredients ap- 
proved under some other provisions of the Food and Drug Act; other- 
wise, it objects to any grandfather clause but urges that, instead, the 
effective date of the act be delayed for 1 year. 

Of course, that eliminates, does it not, Mr. Larrick, all presently 
used food ingredients approved by other agencies such as the Meat 
ro Service ? 

r. Larrick. May I interrupt ? 

Mr. O’Hara. Yes. 

Mr. Larrick. I would add the Meat Inspection Service to that and 
I did that in my testimony. I think you are quite right, their actions 
should be on it. 

Mr. O’Hara. It raises clouds as to many. ingredients which have 
—_ had any formal Food and Drug Administration action, does it 
not 

For example, you object to the grandfather clause in your statement 
except for additives approved under some other provision of the 
Food, Drug and Cosmetic Act. Now, does this mean only ingredients 
in standardized foods ? 

Mr. Larrick. No. If the firm has presented to us data, and we 
have written them a letter and told them that their data satisfies us 
and we think the proposed use is satisfactory, I think they ought to be 
permitted to continue unless we have some very good reason to stop 
them. 

Mr. O’Hara. That is what is commonly known as the trade letter? 

Mr. Larrick. Yes. 

What bothers us, Mr. O’Hara, is that there are a lot of govern- 
mental agencies that have issued specifications for food. At one time 
or another the Panama Canal Zone bought food and put up specifica- 
tions. The Army and the military have very special requirements for 
food for the tropics or some very specialized occasion. I do not know 
what is in all of those and I am just afraid that the job of finding out 
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what every agency of Government has ever done in allowing an addi- 
tive to food would be one which we just could not. meet. 

Mr. O’Hara. Of course, coming down to the trade letter, it was your 
practice for years until the adoption of the Federal Register to publish 
these trade letters so that the industry has an opportunity to find out 
about that trade letter, but Mr. Larrick, it is my understanding that 
with the adoption of the Federal Register that your department ceased 
publishing those letters and held that you had no authority to publish 
them. 

Here is a manufacturer who has gotten a trade letter on his product. 
How do the other manufacturers know anything about those trade 
letters ? 

Mr. Larrick. There are two parts to the answer: 

One, the trade letter was always predicated on an original com- 
munication from the individual manufacturer. There were hundreds 
of them that were just letters from Mr. Harvey to some businessman 
that never were made the basis of a trade letter. 

I am saying that they ought to be honored. We discontinued the 
trade correspondence for two reasons: 

One, the Administrative Procedure Act went into effect and it be- 
came so cumbersome for us to get them out, particularly since they all 
had to be reviewed at the secretarial level. More recently, the present 
Secretary has delegated the power to issue things like that to us. If 
the appropriations now before the Congress go through, we hope to 
reinstitute the trade letter, publishing them in the Federal Register. 

Mr. O’Hara. But you have not done it for years? 

Mr. Larrick. We have not done it for years; right. 

Mr. O’Hara. So it still leaves, until you start publishing them 
again, ee manufacturer with no knowledge of what has been 
approved ? 

PM r. Larrick. He would have to write and ask us and we would tell 
him very freely. 

Mr. O’Hara. How many food additives now in use would fall into 
the category of those not approved, and hence would have to be con- 
tested, put through the machinery with payment of fees? 

Mr. Larrick. I cannot give you a firm number. If you want a 
guess, it would be quite a number. 

I asked my staff to give me some typical examples and they gave me 
about 20. Iam sure they would find others. 

Mr. O’Hara. Would it affect 1,000, 2,000 manufacturers of food 
products ¢ 

Mr. Larrick. I would not expect it to affect that many basic chemi- 
cal manufacturers. 

Mr. O’Hara. If your view on the grandfather clause were to be 
sustained, it would make for considerable grief for a lot of food manu- 
facturers, would it not? 

Mr. Larrick. It would make testing necessary of products where 
safety is involved. 

You understand I am just proposing and it is up to you to decide. 

Mr. O'Hara. Once in a while up here we hear it said that if you get 
that passed we will veto it. 

Mr. Larricx. Mr. O’Hara, what you pass we will do our best to 
make it work. 
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Mr. O’Hara. Sometimes some of us who live with some problem do 
not get a chance to talk like you departments do. What about the 
ingredients approved by the Meat Inspection Service but not by the 
Food and Drug Administration; what about them / 

Mr. Larrick. I would honor them. 

Mr. O’Hara. Benzoate of soda, 1 understand, is permitted in oleo- 
margarine. What is its status under this bill if used in other foods? 

Mr. Larrick. I do not know the answer to that specifically. I know 
that we have allowed it in pops, we have allowed it in many foods, and 
we have ruled it out of tomato catsup. 

Mr. O’Hara. You cannot use it in butter, can you? 

Mr. Larrick. No; but the Congress made that standard; that was 
not made by Food and Drug. 

Mr. O’Hara. Supposing you have permitted an ingredient in a 
standardized food, would it still have to be put through the adminis- 
trative machinery of this bill if used in other foods? 

Mr. Larrick. If used in other foods; yes, sir. 

Mr. O’Hara. It would? 

Mr. Larrick. Yes, sir; that is, Mr. O'Hara, if it were not generally 
recognized as safe. 

Mr. O’Hara. Incidentally, the clause Mr. Dies referred to is almost 
identical in the ease of this bill, Mr. Priest’s bill and mine ? 

Mr. Larrick. That is right. 

Mr. O’Hara. Has the Food and Drug, and that is a protection 
of chemicals that are added in the food the same as in a drug? 

Mr. Larrick. Very great protection to the public. 

Mr. O’Hara. With reference to the feature that you recommend, 
Mr. Delaney’s bill, what are the reasons for the broad authority and 
requirement of a fee; to pay expenses of an advisory committee ? 

Mr. Larrick. No; the fees would be to defray, insofar as practicable, 
the entire cost of this certification system, just as is done with the 
pesticide amendment that you passed last year. 

Mr. O’Hara. Incidentally, what is the amount of the fees that are 
charged in some of these pesticide cases? What does it amount to ? 

Mr. Larrick. I would like to be able to correct this later. 

Mr. O’Hara. I mean on the average. 

Mr. Larrick. My recollection is that we passed some 52 pesticides, 
and the total costs last year were on the order of $30,000. 

Mr. O’Hara. It ran about $600 each ? 

Mr. Larrick. Apiece. 

Mr. O’Hara. A little more than that; did it not ? 

Mr. Larrick. Mr. Harvey tells me it averages a little less than 
$500. I would be glad to submit it for the record. 

Mr. O’Hara. I wish you would. 

(The information referred to follows :) 

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Foop AND DruG ADMINISTRATION, 
Washington, D. C., February 16, 1956. 
Hon. J. Percy PRIEstT, 


Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives. 


DEAR CONGRESSMAN PRIEST: During the hearings on February 14, 1956, on 
chemicals in food, a question was raised by Congressman O’Hara as to the 
cost of carrying out the provisions of the Miller pesticide amendment which 
was placed on a fee basis by the terms of the law. We indicated that a statement 
would be filed to cover the question. 
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At the present time applicants who file for a tolerance for a pesticidal chemical 
covering its use on raw agricultural commodities or crops are required to pay 
a fee of $1,000 for each application filed. Extension of the application to 
additional commodities or crops requires a fee of an additional $100 for each 
commodity or crop group. 

We have found it possible to make groupings of various crops where any 
tolerance arrived at would be equally applicable to all commodities or crops 
within the group. For example, a pesticide for use on apples, pears, or quinces 
would be regarded as merely 1 application or 1 supplement, whereas if appli- 
cation were made to cover the same pesticide on cherries and strawberries 
this would constitute 2 groups of commodities since the same tolerance would 
not necessarily be applicable to both of these fruits. 

Originally we undertook to handle applications on a basis of a $500 fee 
for the basic application and a $50 fee for an extension to additional crops 
and commodities. On this basis we lost money so fast that very quickly it 
was necessary to reach an agreement with the affected industry for an increase 
in fees. So far as we know there has been no significant objection on the part 
of the agricultural chemical industry to these fees. 

It may be of interest to know that in the approximately year and a half 
that the pesticide amendment has been in effect approval has been had of 
approximately 42 basic applications and about 20 supplemental extensions to 
additional crops. 

It seems reasonable to say that the probable costs per application for handling 
chemicals in food would be about the same as in the case of pesticides if the 
laws themselves are sufficiently parallel as to create no extra expense on food 
additives as compared to the pesticides. 

Sincerely yours, 
Geo. P. LARRICK, 
Commissioner of Food and Drugs. 


Mr. O’Hara. Would an applicant be required to pay a fee before? 

Mr. Larrick. He is required to make a deposit. The whole system 
is set up that there are certain set fees and certain deposits and if you 
do not use the fee you give it back to the man. 

Mr. O’Hara. Are those fees collected and are they returnable to 
the Treasury, or are they retained in petty cash ? 

Mr. Larrick. They go right into the Treasury. 

Mr. O’Hara. Would he have to file his application and pay the fee 
before he could proceed ? 

Mr. Larrick. He would have to make the deposit. 

Mr. O’Hara. Again, before he got an opinion from the Secretary ? 

Mr. Larrick. Yes. 

Mr. O’Hara. Would this amount to a device by which the Food 
and Drug could vote itself conditional appropriations ? 

Mr. Lerricx. I would not think so. It has not worked that way. 

Mr. O’Hara. That is all, Mr. Chairman. 

Mr. Larrick. As a matter of fact, we have lost a little money on the 
amendment. 

The CHatrman. Mr. Macdonald? 

Mr. Macponaxb. Since I heard your answers to Mr. O’Hara’s ques- 
tions, I have a couple if you do not mind that are perhaps a little 
more basic, and perhaps, within the wisdom of the chairman, are not 
pertinent here, but it is the first opportunity I have had to talk with 
you about it. It has to do with the enforcement of current regulations 
before this committee goes on to get perhaps more regulations. 

T am from Massachusetts up in your first region and I had occasion 
to contact your regional office up there on December 28, 1955, by let- 
ter, in which I reported to Mr. Hart who I understand is your admin- 
istrator up there? 

Mr. Larrick. That is right. - 
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Mr. Macponaub. Concerning a problem that a constituent of mine 
had whereby he was being undercut in the strawberry-preserve line. 
He reported this to your people, two tests were run, and I wrote this 
to Mr. Hart that both of them showed that the gentleman against 
whom the allegations were made had not lived up to your specifica- 
tions. Allegedly, your Department up there stated that they realized 
there was the violation but said that because there was not enough men 
to enforce it, it was impossible for you to do anything about this. 

So that did not sound to me like the good service that your depart- 
ment has been rendering for years. 1 wrote this to Mr. Hart, hoping 
that he would come to the defense of yourself and the Department. 
I wrote him on December 28, 1955, and I never got a letter back from 
him until February 10, 1956. 

In the meantime I had had my Boston office call him at least three 
times, and I personally called him once. The situation as it now 
exists, your Boston office said they had a good deal of difficulty in find- 
ing this man who allegedly had undercut the amount of strawberry 
preserve in production, but when asked directly as to whether or not 
they had found his violation almost a year before, Mr. Hart said that 
he was not exactly sure; that his records did not reflect it one way or 
the other. 

I was wondering if that is typical of the type of enforcement you 
now have? 

Mr. Larrick. I would like, if I may, some sort of identification so 
T can look it up for you. 

Mr. Macponarp. The name of the company is POGM Co., Inc. 

Mr. Larrick. They are complaining. 

Mr. Macponartp. Of Pearl Street, Malden, Mass. This was on 
December 28, 1955. The people complained against, should their 
name be part of this record ? 

Mr. Larrick. I will get that. I cannot answer the details of that. 
I would certainly think that any administrator who delays an answer 
to a Congressman that long has made a serious mistake. 

Mr. Macponarp. I am happy to hear that you as Commissioner 
feel that way. I am not sure your administrator in Boston does. 

Mr. Larrick. I would point out to you, sir, that we have to regu- 
late 96,000 firms that do a substantial interstate business. We have 
250 inspectors to police this whole problem. 

We had a very serious decision to make a couple of years ago. We 
had to decide that our funds and our facilities were not great enough 
to permit us to cover the entire field that needed regulation. So we 
divided our problems up into three categories. First those that affect 
the public health. Second, those that involve filth and decomposi- 
tion in foods. Third, that involve econcmic considerations. We want 
to take care of all the economic violations, but so long as problems of 
health and filth were unattended to, we put the economic violations 
at the bottom of the pile. I am afraid that is what happened in this 
case. More recently we are running a very modest program on pre- 
serves. We will take a look at this one you are interested in. 

Mr. Macponatp. Yes, sir. I know you know nothing about the 
case, and I am in no way holding you directly responsible. 

Mr. Larrick. I take the responsibility. 

Mr. Macponatp. What struck me as being very forcefully wrong 
about this was that the allegation as told to me, which went unchal- 
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lenged, was that the Food and Drug Administration had run the 
investigation. It ran the investigation, found that there had been a 
violation, and then made the statement that they could do nothing 
about it. That seems to me to be completely contrary to the intent 
of the law, because this man is being forced out of business by what 
your administration itself says is not a standard performance by 
another company. It doesn’t seem fair to me. 

Mr. Larrick. I am glad to tell you that our budget now has an 
extra million dollars in it. If it goes through, we will be able to take 
care of that sort of thing. 

The Cuatrman. Mr. Commissioner, I have just one more question. 
I believe that the time has come when this committee should consider 
perhaps some information on radiation from the atomic-energy 
program. 

Mr. Larrick. Yes, sir, I think we ought to be prepared for that 
development. 

The Cuairman. I am of the same opinion. 

Mr. Larrick. Thank you, sir. 

The Cuarrman. May the Chair inquire if Deputy Commissioner 
Harvey desires to make a statement on his own? 

Mr. Harvey. No, sir. 

The Cuamman. I was not sure whether you wanted to make a 
separate statement. 

Mr. Larrick. Thank you very kindly. 

The CHamman. We will be glad at this time to hear from Mr. 
William Goodrich, who is the Assistant General Counsel. You may 
proceed, Mr. Goodrich. 


STATEMENT OF WILLIAM W. GOODRICH, ASSISTANT GENERAL 
COUNSEL FOR FOOD AND DRUGS, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Mr. Goopricw. Mr. Chairman and members of the committee, my 
name is William W. Goodrich. I am Assistant General Counsel for 
Food and Drugs of the Department of Health, Education, and 
Welfare. 

I have been asked to express the Department’s views on the pro- 
cedural aspects of the chemicals-in-food bill. 

As is evident from Secretary Folsom’s report on the bills, the De- 
partment endorses the bills which provide for solution of the ques- 
tions of safety of new chemicals in food through the administrative 
process, with review by the United States courts of appeals under the 
principles of the /niversal Camera case (340 U.S. 744 (1951)). 

We oppose both the declaratory judgment approach and the in- 
junction procedure. 

We do this because we are convinced that the administrative process, 
developed near the turn of the century and utilized through the years 
in many measures proposed and adopted in this committee, offers the 
best method our law has yet developed for obtaining a correct scien- 
tific judgment on perplexing questions such as the safety to man of 
chemicals in his food. 

Much has been said here about the unhappy plight of a manufac- 
turer if he should receive an erroneous administrative decision that his 
chemical has not been adequately tested. As serious as this would be, 
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may we not with propriety point out that the consequences of such an 
unfortunate decision dwindle in relative importance when compared 
with the effect of an erroneous conclusion that a poisonous chemical 
will be safe? Such an erroneous decision would affect every one of 
us in terms vital to our health, rather than one or a few in terms of 
lost or delayed marketing opportunities. So we feel strongly that 
the proponents of the bills should take this most serious consequence 
into account in their understandable anxiety to provide adequate safe- 
guards against possible mistakes of judgment by the Food and Drug 
Adminisration. 

The sole problem at which this legislation is aimed is of assuring 
the public that chemicals introduced in the Nation’s food supply will 
be safe. Safety, unforunately, is not an absolute concept. We, as 
well as the Food Protection Committee of the National Research 
Council, recognize that present day scientific methods cannot tell us 
conclusively that a chemical proposed for use in food will be abso- 
lutely safe in all conditions of sickness and health and of youth and 
old age. The best scientists can do is to be reasonably sure that the 
chemical will be safe for its proposed use. 

And in giving use this “reasonable” assurance of safety, the sci- 
enlists must exercise a large measure of judgment, the soundness of 
which often is more to be felt than proved in a courtroom. 

We say this because the scientific method deals with what happens 
to small laboratory animals—rats, dogs, monkeys, cats—and then 
with an educated estimate, from the rat and dog data, of the possible 
future effects the chemical might have on man if it should be intro- 
duced into his daily diet and consumed by him throughout his entire 
lifetime. 

Taking a typical case: Company A, wishing to sell a new chemical 
it has found useful in food technology, submits it to its own or to an 
independent pharmacology laboratory for safety testing. Short- 
term tests indicate that the chemical is not acutely poisonous, and life- 
span—2-year—studies on rats are undertaken. At the end of the 
period, the animals remaining are sacrificed and autopsied. Perhaps 
7 of 10 of the original 24 test animals are carefully studied on autopsy. 
Let us say that one or two had tumors; one or two had abnormalities 
of the heart and liver. Perhaps one had bladder stones. These ef- 
fects are undeniably present. 

The pharmacologist tries to project these findings to the practical 
problem of safety to man. His guess may be that in the manner of 
use proposed the chemical probably will be safe. He says this de- 
spite the observed adverse effects, because his training and experience 
teach him that what he saw probably was not due to the chemical 
being tested but was normal to rats of the same age and environment. 
He cannot stop there; he must consider also the many other ways in 
which man, sick or well—or even infants—may be exposed to the 
chemical. And then he must pass his scientific judgment on pos- 
sible effects that cannot be known with certainty for years to come, 
and which may never be known because we don’t use man as a test 
animal. 

This being the nature of the problem, we believe it essential to pro- 
vide the scientists a full and fair opportunity to arrive at the right 
scientific judgment, intuitive as it may sometimes be. This can be 
done—as experience has shown under our new drug and pesticide 
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provisions—by leaving the decision to the scientists to be made 
ae the most informal of procedures, but reserving the right to 
a public hearing and judicial review for those cases where the scien- 
tists can’t agree. 

When these scientific questions are taken into the hearing room it 
should be pretty much as a last resort. For the lawyer’s method of 
questions and answers is, to borrow a phrase from a distinguished 
lawyer in this field, “not a good clinical technique for this inquiry.” 
While it is plainly essential, both from the Government and industry 
standpoints, that there be an opportunity for a full hearing and ju- 
dicial review when conflicts cannot be adjusted informally, it is much 
more essential that a sound scientific judgment be brought to bear on 
the problem in the first instance rather than the judgment of legally 
trained judges or juries of laymen. 

We do not ask physicians for legal advice, and we should not ask 
judges or juries for medical advice. 

The de novo court trial on safety issues was proposed and rejected 
when this committee in the 83d Congress approved the Miller pesti- 
cide bill, H. R. 7125. The committee will recall the testimony of 
Chief Judge Stephens in opposition to the trial de novo of scientific 
questions of this kind. He spoke not only for all of the judges of the 
United States Court of Appeals and of the United States District 
Court for the District of Columbia, but also for the Chief Justice of 
the United States and the other 10 Chief Judges of the United States 
Courts of Appeals. His testimony appears beginning on page 29 of 
the hearing on H. R. 4277, July 14, 1953. Since Chief Judge Biggs 
has appeared here, and since the United States Judicial Conference 
itself has passed a resolution in opposition to the delegation to the 
courts of administrative rulemaking on matters of science, I feel I am 
expressing no disrespect whatever when I suggest that the adminis- 
trative process is more appropriately employed here than is either a 
declaratory judgment or a suit for an injunction. 

I have heard no argument that the district courts could be expected 
to arrive at a sounder judgment than the scientists of our Depart- 
ment. These cases do not ordinarily involve questions of veracity and 
demeanor of witnesses; they involve an understanding study of scien- 
tific data developed in the laboratory and a judgment based on them. 

The major argument made for the de novo bills is that the procedure 
will never be used by reputable manufacturers. But since the pro- 
cedure of declaratory judgment or injunction is proposed, we must 
expect it to be utilized. Otherwise we are at a loss to know why im- 
portant segments of the food and chemicals industries would bother 
to come here to support the bills. It seems unlikely that they would 
sponsor procedures they themselves could not in good conscience use, 
only for the benefit of the less scrupulous among their competitors. 

And the witnesses attempting to minimize the potential load on the 
district courts—they say one case in 1,000 will go to court—have over- 
looked the fact that the Government would be forced to go to court 
every time an adverse decision was reached on the chemical. These 
bills are not court-review bills, as they have been mistakenly charac- 
terized here, but rather they are bills which make the de novo court 
trial a part of the very process of deciding the vital safety question. 
The trials would not be restricted to the District of Columbia, for we 
would have to sue the manufacturer where he had his business and 
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produce our scientific witnesses in all of the United States district 
courts. If we fail to sue for a declaratory judgment within 60 days, 
the manufacturer can proceed with his planned distribution and we 
would be required to remove the chemical from the market wherever 
it could be found after, perhaps, someone has been hurt. 

The great purpose of this legislation is to prevent injury; not to 
punish some shipper after the harm has been done. 

Nor would the issue in such a suit for declaratory judgment be a 
narrow one, or subject to being narrow. It always would be: Will 
the proposed chemical be safe in man’s diet? And there is no way to 
narrow it. 

Moreover, both the provisions authorizing declaratory judgments 
and injunctions are of questionable constitutional validity. There is 
ordinarily no case or controversy in the constitutional sense when the 
Government and the citizen have a difference of opinion as to the 
adequacy of a scientific test to provide a basis for estimating the 
future effect of a proposed course of action which may never become 
a reality. The declaratory judgments bill would even authorize and 
require us to file a lawsuit, or the manufacturer to do so, when we were 
unable to complete our review of the application within the short 
60- or 90-day period allowed for study. Failure to act would in some 
way give rise to a legal controversy. ‘This is indeed a new concept of 
justiciability. 

The courts are not authorized to give legal advice, much less scien- 
tific advice on the adequacy of a laboratory experiment. 

It has been said, rather emphatically, by responsible attorneys for 
industry, that no firm would proceed with proposed distribution of a 
new chemical in the face of an adverse Food and Drug Administra- 
tion decision. Nonetheless, under the de novo bills, they could do 
so, and we would be forced to bring a premature lawsuit on an un- 
satisfactory record to test the validity of a scientific experiment and 
the soundness of our judgment on it. The case nearest in point, 
Helco Products Co. v. Federal Security Administrator (137 F. 2d, 
681 (CADC. 1943)), held in similar circumstances that no case or 
controversy existed and that the court could not give an advisory 
opinion. 

The statements of policy adopted by industry on this problem 
have uniformly said that the burden of proving safety properly 
belongs to the person offering the chemical for food use; and not 
to the Government. But these bills do not say that. They require, 
as a practical matter, the Government to initiate and carry through 
a lawsuit to establish whether or not the new chemical additive had 
been adequately tested and thereby shown safe. So long as the pro- 
ponent of the chemical can ship it after 30 or 60 days, there would be 
no incentive for him to take the burden of proof when he could 
force it on the Government by inaction alone. 

Even aside from the constitutional difficulty, the Federal Declara- 
tory Judgments Act makes it wholly discretionary with courts whether 
they will exercise the authority. So it is possible the toughest cases 
would be turned down by courts. 

And what would be the effect of a judgment once entered? If the 
Government won, the applicant would return in a short time with 
new experiments for a new trial. What would happen to the doctrine 
of res judicata? Another manufacturer or processor would file an 
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application and force us to trial in another district court in hope of 
a more favorable verdict and judgment. And if the chemical manu- 
facturer won, could food manufacturers and processors properly rely 
on a judgment that did not apply to them as parties to the litigation? 

Only the administrative process offers uniformity of treatment of all 
concerned and sound scientific judgment, while the judicial approach 
would result in a multiplicity of lawsuits with probably divergence 
of rulings from the 251 district judges. 

These objections point up the impropriety of assigning to the courts 
what are essentially rulemaking, administrative judgments. Here the 
informed and very best judgment of the agency specially created by 
Congress to protect the public from poisons 1s not given even the 
weight of prima facie evidence. It has nothing more than an 
initial delaying action of 30 or 60 days to allow time for the initiation 
of a lawsuit. Under the injunction bill, at the end of 30 days we 
could prevent distribution of a new chemical only by convincing the 
court that a temporary restraining order and/or a preliminary in- 
junction should be issued because of irreparable injury, while under 
the declaratory judgment bills the bringing of suit would have a 
further delaying effect until the suit was decided, 

We would be charged in the public mind and in the mind of the 
Congress with responsibility of protecting the public health, but would 
have no real authority to carry out the responsibility. Industry 
should, and normally does, support an effective Food and Drug 
Administration. But we read these judicial-trial bills as giving us 
added serious responsibilities, while tying our hands so we cannot 
really carry them out. 

If the courts, and juries, are to have the responsibility, the assign- 
ment should be made directly to them, and not apparently to the 
Department. 

The Cuamman. Thank you very much, Mr. Goodrich. 

May I say that vour eloquence and logic is very persuasivedé 

Mr. Goopricn. I am flattered, Mr. Chairman. 

The Cuairman. I am rather certain that two of my colleagues on 
the committee, holding perhaps divergent viewpoints on this par- 
ticular question, and both being very good lawyers, will want to ask 
you some detailed questions. 

To me, as I understood your statement, with the declaratory judg- 
ment provision enacted into law, you feel it would be necessary for 
the Secretary to file a declaratory judgment suit every time an adverse 
opinion was rendered ? 

Mr. Goopricu. Absolutely, sir. 

The Cuatrman. Whether or not manufacturers did or not? 

Mr. Goopricu. Absolutely, sir. If we did not, at the end of 60 
days, there would be no restraint whatever on the manufacturer 
from going into the business, even if he wrote us and told us he had 
no immediate intention of doing so. If we waited and let the 60 
days pass, he would be free to distribute the chemical any time he 
got it ready. We would have to get it off the market after somebody 
was hurt, we think. 

So it is not a court-review provision in any sense of the word, It 
makes the court trial the final step in finalizing our action or over- 
turning it. 
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The Cuarrman. I shall reserve further questioning at this point. 
Mr. O’Hara. 

Mr. O’Hara. You refer to the Helco case? 

Mr. Goopvricu. Yes, sir. 

Mr. O’Hara. Didn’t the court state in that case, and I read from 
the decision, “It does not appear that the question was ever submitted 
to the Federal Security Administrator” ? 

Mr. Goopricn. It was not. It was submitted to the Commissioner 
of Food and Drugs, he being the top officer. But that is not the basis 
of the decision. The basis of the decision is that the Attorney Gen- 
eral had to participate before an enforcement action could be effected. 
There were severa prone both in the Federal Security Agency and the 
Deparment of Justice before it got near justiciability. This is much 
different from that. 

Here we are passing on the adequacy of the scientific experiment, 
not a construction of the law. 

Mr. O’Hara. You have given this bill about the most distorted 
view of anybody I have heard. 

Mr. Goopricu. I am sorry, sir. 

Mr. O’Hara. You have distorted far beyond what can be done, in 
my opinion. I reserve to myself the right to say that. You made it 
look just as bad as you possibly could. You have unreasonably dis- 
torted the fact that veil you say you have to go in and get a 
declaratory judgment, even when there is an adverse opinion. How 
in the world is that manufacturer going to in the face of an adverse 
opinion of Food and Drug dare to put it out on the market ? 

First, he is subject to criminal prosecution, isn’t he ? 

Mr. Goopricn. Yes. 

Mr. O’Hara. You still think you would have to go in and get a 
declaratory judgment? 

Mr. Goopricn. I certainly do. We would have to prosecute him 
after the shipment had been made, and the chemical had been put 
into the food supply, and after the harm had been done. Also, we 
would have the burden in that ertminal case of proving beyond a 
reasonable doubt—remember—that the testing had not been ade- 
quately done. 

In the Declaratory Judgment Act, and I assume you required a de- 
claratory judgment—we would either finalize or not finalize our deci- 
sion within the prompt 60 days. 

Mr. O’Hara. Don’t you think the principal purpose of the declara- 
tory judgment action was to give the manufacturer an opportunity 
to go into court to determine the adverse ruling of the Commission? 
Wasn’t that the principal purpose of that ? 

Mr. Goopricu. I know not the principal purpose. I do know, sir, 
that the effect of it is to entitle us and in effect require us to sue in 
each case, because that is the final step, and if it is not taken within 
60 days, then the manufacturer can begin his distribution, subject to 
the other enforcement provisions of the law. 

As I said, the idea of this legislation is to prevent injury. It can 
only be done by having a decision made in advance, and having some 
effective way to make it enforceable. Your idea was to make it 
through the Declaratory Judgment Act. As I read the bill, we 
would have to go and take that step. Iam not alone in my interpreta- 
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tionof this. I understand the Department of Justice either has or will 
submit a report on it. They construe it the same as we do. 

Mr. O’Hara. We hope we have the right to examine them the way 
we do you when they submit it. We would like to have their views 
orally as well asa brief which we have no chance of answering. 

The CuairMan. Will the gentleman yield? 

Mr. O’Hara. Yes. 

The Cuarrman. Of course, it has been my position all along that 
the declaratory judgment provision was an appeal provision, and the 
thought had not frankly occurred to me until you said so in your state- 
ment. I must admit that I had not considered that the Secretary 
would of necessity have to file a suit on every adverse report. 

Mr. Dries. Right there, Mr. Chairman, he doesn’t have to do it, but 
if he does not, he runs the risk that the additive will be put on the 
market. That is the point. 

Mr. Goopricu. That is the point. The only way to prevent it is to 
sue for the declaratory judgment. 

Mr. Dries. It might be 9 times out of 10 that you would not run the 
risk, but it is that 10th time that makes him not run any risk. 

Mr. Goopricu. There would be no point of us running a risk. We 
should go into court and finalize the action if we are right. That is 
the way I read the purpose of the bill. That is the way 1t would have 
to be interpreted if we are to have any preventive effect from the legis- 
lation. I don’t mean to distort the bill in any way at all, but I do 
mean to present the best case I can for the protection of the public. I 
am convinced that this bill will not do it. Otherwise I would not be 
here. 

Mr. O’Hara. Do you claim that in the Helco case that the court 
didn’t say in substance the exact language that I used, and I quote 
again, 

a Goopricu. I don’t question that at all, sir. Iam sure that is so. 

Mr. O’Hara. Isn’t it true that there was no statutory procedure 
provided by Congress to determine the question involved in the Helco 
case ? 

Mr. Goopricu. That is right. 

Mr. O’Hara, It is a different situation than you have here. 

Mr. Goopricu. I don’t believe you can change the Constitution b 
legislation. I am basing my argument on case or controversy wie 
is constitutional language, and that is exactly what the court based 
its decision on. 

Mr. O’Hara. Doesn’t it make any considerable difference when there 
was never any decision by the administrator? Don’t you think that is 
distorting that decision, to say it is not constitutional to provide for 
a declaratory judgment ? 

Mr. Goopricn. I think not, sir. I concede that ‘t is not on this 
very point. It is not on this legislation because the legislation is not 
effective yet. But it is a respectable authority, I submit, on what is 
a case or controversy in the constitutional sense, in a setting very simi- 
Jar to what we have here. 

Mr, O’Hara. [If it is constitutionally appropriate to review the ad- 
ministrative action or data presented in a court of appeals, why is 
there not equally a justifiable question in the district court? 

Mr. GoopricH. Because you are reviewing regulations of general 
effect in the courts of appeals, and that type of thing has been upheld 
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in our own litigation. As you know, when this committee first 
adopted this procedure in the Federal Food, Drug, and Cosmetic Act, 
section 701, there were serious doubts at that time of the constitu- 
tionality. Since that time, of course the Government has never raised 
the constitutionality. There have been court reviews. My point on 
this declaratory judgment bill is that the opinion on the adequacy 
of a scientific judgment is far removed from final action necessary to 
be.a.case controversy. 

Mr. O’Hara. Doesn’t article III of the Constitution control both 
the circuit court of appeals and the district court on this point? 

Mr. Goopricnu. Yes, sir. 

Mr. O’Hara. There could be no question about that? 

Mr. Goopricn. None whatever, sir. 

Mr. O’Hara. Does not H. R. 8275, the Priest bill, and my bill, 
specify that if the declaratory judgment action is brought, the new 
food additive cannot be used and using it would be a crime? 

Mr. Goopricu. Until the litigation is over. 

Mr. O’Hara. That is right. 

Mr. Goopricu. That is the reason we would have to go forward with 
the litigation. 

Mr. O’Hara. I disagree with you, but that is your view. 

Doesn’t this present a real fact issue between the Secretary and the 
applicant ? 

r. Goopricu. That presents a difference of opinion on the ade- 
quacy of the scientific experiment. 

Mr. O’Hara, Quite important. 

Mr. Goopricn. Yes, sir; it is quite important. It may be a matter 
of life and death, actually. 

Mr. O’Hara. Isn’t it true that the administrative review under the 
new drug section is in the district court before a single judge? 

Mr. Gcopricn. Yes, sir. 

Mr. O’Hara. He passes on all of the scientific data ? 

Mr. Goopricu. Yes, sir, that is true. That was a historical accident. 
I would be glad to explain it, if you wish to go into it. 

Mr. O’Hara. It may be an accident, but nevertheless, it has been 
going on for how long? 

Mr. Goopricu. It has been going on since 1938. During that time 
there has been only one case that went to court, and that went to Chief 
Judge Barnes of the northern district of Illinois, and he wondered 
what kind of bird this was. He had never seen this kind of case before, 
a case coming to him for review on a record. He said this case should 
be in the court of appeals. He threw the thing out, and that is the only 
time the section has been construed. 

Mr. O’Hara. All this talk about all these appeals you are going to 
have on these bills, in your drug bill, you had one case. 

Mr. Goopricn. But under the new drug provision, sir, unless we 
make the application effective, the drug cannot be sold. Under this 
bill, unless we take action within 60 days the chemical can be. 

Mr. O’Hara. It would still be a crime. He could be sent to jail 
and fined if he tried to put it out. 

Mr. Goopricu. Yes, sir. 

Mr. O’Hara. Don’t you think that is a pretty good policing of it? 

Mr. Goopricu. I think it is much more important, sir, to prevent the 
injuries rather than prosecute someone afterward. 





220 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Mr. O’Hara. You know you would prosecute. 

Mr. GoopricH. We do. 

Mr. O’Hara. The minute someone flew in the face of an adminis- 
trative decision of the Secretary of HEW, that the additive was not 
safe, or was poisonous or deleterious, you know very well that they 
should be prosecuted. 

Mr. Goopricn. If people were hurt badly, undoubtedly they would 
be prosecuted. I have no reservation at all in saying that. It just 
doesn’t to my mind make sense to proceed that way but it is better 
to prevent the injury. 

Mr. O’Hara. Who does make the agency determination of the ad- 
ministrative judgment in your Department ¢ 

Mr. Goopricn. The scientific people in the Food and Drug Ad- 
ministration. Our Division of Pharmacology, which incidentally, 
I think, is regarded worldwide as an outstanding organization. It is 
initially responsible for it. 

Mr. O’Hara. Does the judgment actually say who would make the 
judgment ? 

Mr. Gooprtcn. No, sir, it does not. As Mr. Austern said, it is an 
institutional decision. We bring to bear all the scientific know-how 
we have in attempting to come to that decision. 

Mr. O’Hara. Incidentally, then are there any qualifications by law 
set up for those who make this judgment in your Department? 

Mr. Gooprtcn. They are qualified through civil-service procedures 
as experts in the field of pharmacology. They are advanced through 
the years, and placed in charge on the basis of scientific prestige and 
standing and ability. That decision is normally one in the Commis- 
sioner of Food and Drugs, who appoints his Chief of Pharmacology. 

Mr. O’Hara. In these matters of expert judgment, do the findings 
of your Department indicate what experts in the agency have rejected 
the experts who made the toxicity test for the applicant ¢ 

Mr. Goopricu. No, they do not, but there would be every oppor- 
tunity to inquire into that at the public hearing which would be 
provided for by the approach we advocate. 

Mr. O’Hara. If the administrative finding states that there is not 
sufficient testing, does it have to state who decided that there was not 
enough ¢ 

Mr. Goopricu. No, sir; it does not have to say precisely in terms of 
what pharmacologist. It is a Department decision. If it comes to a 
point where a formal record must be made, that decision has to be 
supported by the evidence in that record. 

Mr. O’Hara. Is the expert scientific issue to be decided here any 
more complicated than in the drug cases or in most patent cases? 

Mr. Goopricu. I think tremendously so, sir. 

Mr. O’Hara. More than in the drug cases ? 

Mr. Goopricu. Yes, sir. I think very much so. I base that on not 
near 44 years of experience, or 25 that have been put on the line here, 
but on experience in a considerable number of these cases. In my 
short experience here, I find the science of pharmacology one that in- 
volves a tremendous measure of judgment, somewhat more than some 
of the other sciences. 

Mr. O’Hara. And you can get 2 of the best experts you can find 
and 1 will take 1 view and 1 another? 
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Mr. Goopricu. Yes, sir. If you have that serious a split on whether 
a chemical is poisonous or safe. I personally would resolve the doubt 
in favor of being assured of safety. 

Mr. O’Hara. Are you really afraid of having your medical experts 
come before a judge and stand cross-examination ? 

Mr. Goopricu. None whatever. We have people that have been in 
court for 50 years but never on this kind of a question. We are advo- 
cating the administrative -es because we are convinced that this 
is a scientific judgment and the best way to get the right judgment is 
through the administrative process. It is not a popularity contest 
before the judge. It is not a question of demeanor or veracity, as I 
have attempted to point out. It is an informed, understanding study 
of a scientific experiment. I don’t believe that juries or judges— 
and I am joined by Judge Biggs in this, thank goodness, are competent 
to pass on that kind of question. 

fr. O'Hara. How often do you think the Federal judge would set 
ne - opinion of your agency that a food offers a hazard to the 
ublic 
, Mr. Goopricu. I am afraid I would be accused of bragging if I 
said “Never.” I would hope never. But if that is the case, then what 
is the use of having the procedure. 

Mr. O’Hara. If somebody is prejudiced or some one of your scien- 
tists makes a bad mistake, or he is prejudiced against some of the 
experts on the other side, and he says, “I don’t believe him,” that is a 
pretty serious judgment. 

Mr. Goopricw. That is very serious. That is very serious. That 
does not enter these cases. I am glad Mr. Austern came and testified 


that these cases do not involve veracity, just as I have said. They 
involve looking at the laboratory experiment and erg scientific 


judgment on it. You can haul the experts into court and keep them 
there for days, and you are never going to improve on the scientific 


—— 
r.O’Hara. The background of an expert and his qualities of being 
an expert are quite important; aren’t they ? 

Mr. Goopricu. Yes; that would all be reflected in the record. 

Mr. O’Hara. It would be in court, too; would it not? 

Mr. Goopricu. Yes, sir; it would be. 

Mr. O’Hara. The parties would have a right to test out the back- 
ground and expert qualities of the witnesses; would they not? 

Mr. Goopricu. Yes, sir. In general that is relatively unimportant. 
The important thing is what happened to the rats and dogs, and what 
conclusion do you reach on that? 

Mr. O’Hara. I notice in the report of the Administrator—I suppose 
you have had something to do with writing it—at the top of page 9, 
you say, “There will be no substantial weight given to the opinion of 
the FDA by the district judge.” 

Why do you say that? 

Mr. Goopriox. The bill doesn’t provide that it even have prima 
facie effect. 

Mr. O’Hara. The burden of proof is on the applicant. 

Mr. Goopricu. Not as I read the bill. If we are the plaintiff, if 
we are going to court to prove that the product has not been adequately 
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tested, when the judge calls the case, and we announce ready, we have 
to put our men on and we havethe burden. That was the point I made. 

Mr. O’Hara. The bill provides that the burden shall be on the 
applicant. 

Mr. Goopricu. Not as I read it. I may have overlooked that. 
Could you point out which provision? As I read the bill, we would 
have to go to court for a depute judgment. 

Mr. Dries. Right there, I think the answer is that if the applicant 
availed himself of the procedure, the burden would be upon the appli- 
cant. 

Mr. Goopricw. That is right. 

Mr. Dres. But if the Government went ahead and took the lead, the 
burden is on the Government. 

Mr. Goopricu. That is right. As a practical matter, there would 
be no point of the applicant going in because as soon as the 60 days 
are over, he is home free. We have the burden automatically in any 
enforcement action. We may have it beyond a reasonable doubt in 
a criminal case. 

Mr. Dres. I don’t quite agree with that because I think you overlook 
the fact that if the 60 days are over and he moves forward, he is still 
subject to criminal prosecution. 

Mr. Goopricn. That is right. 

Mr. Dies. That would deter him to some extent. 

: Mr. Goopricn. To some extent; yes, sir. There is no doubt about 
that. 

Mr. O’Hara. I think it would deter him quite a bit; don’t you? 

Mr. Goopricu. I assume, sir, that the people who proposed this bill 
did it with the idea that the procedure would be used. For that 
reason, I can’t minimize it or say it is unimportant. 

Mr. O’Hara. As I understood Judge Biggs, he told the committee 
that in the bread softener case, the Secretary found that the ingredient 
was in fact toxic, is that correct? 

Mr. Goopricu. No, sir. 

Mr. O’Hara. Did the Secretary merely say that there was not 
enough evidence to satisfy him that it was harmless and he did not 
know whether or not it was toxic? Isn’t that what he said? 

Mr. Goopricu. The latter is correct. There were substantial ques- 
tions of the safety of that additive as shown by the opinion which I 
assume you have. The American Medical Association’s Council on 
Food and Nutrition, the Food and Nutrition Board of the National 
Research Council, American Institute of Baking, and a number of 
other responsible persons, had questioned the safety of the chemical. 
Nonetheless, it went into the food supply, and after a hearing which 
took some 17,000 pages and some years to do, the additive was ruled 
out on the finding as you point out, that safety had not been established. 
It is that sort of thing that is the main purpose of this legislation, 
that is, to keep the chemicals out until safety is established, rather 
than put them in and establish safety later. 

Mr. O’Hara. On page 3 of the Secretary’s report to the committee, 
he uses the term “scientific judgment.” Just what scientific judgment 
would a court be reqnired to make in declaratory judgment proceed- 
ings that it would not be required to make in reviewing an order of 
the Secretary under the relevant provisions of the Federal Adminis- 
trative Procedure Act? 
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Mr. Goopricu. Under the Administrative Procedure Act, as I un- 
derstand Universal Camera, and I suppose I should be very reluctant 
to say that, because everybody else who testified here says they do not 
understand it, as I understand it, the case says that the courts of 
appeal may not substitute their judgment for the expert agency. But 
they may inquire into the entire record to see whether there is a factual 
basis for the judgment. 

In that sense the real point of the case was whether the court could 
take into account the fact that the hearing examiner ruled one way, 
and hte National Labor Relations Board ruled another. The court 
held that the court of appeals could take into account all circumstances, 
the whole record, and reach a decision on whether there was substan- 
tial support for the findings. 

Mr. O’Hara. They may order a retrial. 

Mr. Goopricu. Yes, sir. 

Mr. O’Hara. Who would try it in that situation ? 

Mr. Goopricu. It would go back to the hearing examiner again for 
taking evidence to correct the error. That is generally done under 
the Federal Communications Act, which came through this committee, 
and other equally important legislation. 

Mr. O’Hara. hin there any requirements of legal or technical train- 


ing for the Secretary of Health, Education, and Welfare? 

Mr. Goopricu. No, sir; there are not. This is not a personal decision 
to him, as we have pointed out. This is really the Food and Drug Ad- 
ministration’s decision. That is the best scientific organization that 
I know of in this field. I am happy to say that, as their lawyer. 

Mr. O’Hara. You do feel, do you not, very strongly against any 


declaratory judgment provisions in this bill? Is that correct? 

Mr. Goopricu. From my personal standpoint, it would increase the 
size of my office and the responsibilities of my office to have the declara- 
tory judgments bills. I would have charge of the cases instead of the 
pharmacology people. I am against it on principle, sir. This is not 
a court question ; it is a scientific question, and ought to be left to the 
scientists. 

Mr. O’Hara. You would rather not have the legislation than have 
that provision in the legislation ? 

Mr. Goopricn. That is the Department’s position, sir. It is a very 
carefully considered position. 

Mr. O’Hara. I just wanted to make sure. 

Mr. Goopricn. Yes, sir. 

Mr. O’Hara. The Secretary, then, must depend upon these people 
who are in the Food and Drug Administration, who pass upon these 
various technical questions, is that not right? 

Mr. Goopricn. The Secretary has, as you know, tremendous scien- 
tific resources other than the Food and Drug. The prime responsibil- 
ity here is the Food and Drug Administration, although he could and 
sometimes does confer and consult with the Public Health Service, and 
other scientific groups. 

Mr. O’Hara. Arethe findings of the Food and Drug entitled to more 
weight than the findings of the Meat Inspection Branch of the Depart- 
ment of Agriculture? 

Mr. Goopvricn. As I understood the Chief of the Meat Inspection 
Branch, when he spoke at Philadelphia this sammer at the American 





224 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Bar Association, all he had to do to rule out a chemical in meat was to 
say it as no good, and that was the end of it. He instructed the inspec- 
tors not to stamp the meat if it had a chemical in there, and there was 
no rigamarole at all to it. Actually, what happens is that the meat 
inspection people confer with the scientific people of Food and Drug. 
They have no pharmacologists. We have very competent pharmacolo- 
gists, and they rely on our people. 

Mr. O’Hara. You repeatedly used the term “trial de novo.” 

Mr. Goopricu. Yes, sir. 

Mr. O’Hara. Asa matter of fact, isn’t the procedure provided for in 
the Declaratory Judgment Act really the initiating action in district 
court, and is in the nature of a new action which is provided for the 
determining of this question of issue? 

Mr. Goopricn. As I understand de novo, that is right. That is the 
sense in which I used it. 

Mr. O’Hara. De novo means you are getting a retrial on issues. 

Mr. Goopricu. Trial anew, literally, but I am not a Latin scholar. 

Mr. O’Hara. Actually when you use de novo, it isa misnomer. It is 
from the on garry of course. It is not actually a strictly retrial of 
another trial. It is merely the rehearing perhaps of the administra- 


tive procedures before your Department, isn’t that correct ? 

r. Goopricu. I think not. There is no provision for an adminis- 
trative procedure other than looking at a paper record. As I under- 
stand, when we have to go to court, and I would be happy to have 
you correct me, we would have to announce “ready” and call the first 
witness, put him up and say, “Did you review this paper record?” 
and he would say “yes,” and go through his decisional process on how 


he came to this conclusion. He would be subject to cross-examination. 
Then the person sponsoring the chemical would call whomever he 
wished as his witnesses to question our judgment. 

Mr. O’Hara. Don’t you anticipate that the average case or the case 
that would be taken up would be by the applicant himself who has 
been denied the permission to use the ingredient rather than the De- 
partment, so that certainly the burden of proof would be upon him, 
would it not? 

Mr. Goopricu. I have attempted to explain that. I am sorry if I 
have not made it clear. May I restate it. 

At the end of 60 days, if we do nothing—— 

Mr. O’Hara. No; I am dealing with another matter. I am saying 
here is an adverse decision of your Department. The applicant feels 
strongly about it. He makes his petition to the court for a declaratory 
J eagant on the matter. 

. Goopricu. Yes, sir. 

Mr. O’Hara. Do you mean to say that you still would have the bur- 
den of proof? 

Mr. Goopricu. Not under that circumstance we would not. 

Mr. O’Hara. Of course you would not. That would be, as I envision 
it, the average case which you would have. 

Mr. Goopricu. That is where you and I must disagree, sir. I am 
sorry. 

Mr. O’Hara. I am sorry, but I am certainly going to disagree with 
you. That is all, Mr. Chairman. 

The Cuarman. Mr. Dies. 
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Mr. Dres. I can appreciate the viewpoint of my distinguished col- 
league, Mr. O’Hara. If this were an NLRB case, where the issue 
was a matter of fact and credibility of the witnesses, I would be 
strongly inclined to support it in preference to the administrative 
act, because in my experience in the circuit court of appeals, as a prac- 
tical matter it is very difficult to disturb the finding of an NLRB 
decision, even though you may have 80 or 90 percent of the witnesses. 
The court says we will review the record as a whole, and the substan- 
tial evidence supports the Government. Suppose it went into the dis- 
trict court, the jury would be pretty competent to pass on it because 
of the factual issues involved. 

Mr. Goopricu. Yes, sir. 

Mr. Dies. It seems to me here you would be prescribing an impossi- 
ble procedure. For instance, as I get it, your Department would say 
that this additive is harmful, poisonous, and so on and so forth, and 
we are not going to permit it. The aggrieved party goes into the dis- 
trict court. He files his suit for a declaratory judgment. He asks for 
a jury. A jury is impaneled. Then the jury must pass on highly 
technical matters that no layman is really qualified to pass on. 

If we were lawyers, and we sat on the jury, we would be completely 
lost to evaluate the test and try to determine which one was correct. 

On the other hand, the Department, it seems to me, would be required 
to go into court to be sure that the additive is not used on the market. 
There may be 1 time out of 10 that happened. You have tremendous 
public responsibility to see that is not used. 

So in effect what I fear, as much as I appreciate and understand 
the motives of my distinguished friend, if we were to retain this pro- 
vision in the bill, you would have a sittiation where you spend most 
of your time in the courts, or there is a possibility. Of course, we 
can’t say what will happen. We have to assume that if we put the 
provision in there, it will be used, 

Mr. Goopricn. That is right. 

Mr. Dies. If it is not going to be used, if it is the general opinion 
that there will be only 1 time out of 1,000 or 2,000, then there is no 
real purpose of putting the procedure in the bill. 

Mr. Goopricu. That is right. 

Mr. Dies. It seems to me, therefore, that the law would be weaker 
than at present, as I understand it. If there is any additive that you 
think is unsafe, you can go into court and enjoin. 

Mr. GoopricH. Provided we can prove it is a poisonous or deleteri- 
ous substance, whatever those words mean. You are dealing here not 
with things that are easy to show the jury that are poisons, If we 
can ormaene something with carbolic acid, and say this is comparable 
to carbolic acid in its effect on man, the jury will agree that is a 
»0ison. But where we have something that is not acutely poisonous 
But has effects on rats over their life span in terms of. producing 
cancer or enlarged hearts or livers, and so forth, that is the kind of 
question that it has been impossible for us to take under the existing 
law to the juries, because you can’t prove it is poison. 

Mr. Drs. You could amend the Administrative Procedure Act in 
almost every other department with much better chance of it working 
than you could here. We have a general administrative act, and the 
rule is well established. You go up on your record, and if there is 
any substantial evidence, viewing the record as a whole, the court 
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must uphold the finding of the Administrator. You could change 
that act in many other fields, and perhaps make it work. But to 
select this highly technical field as an innovation, as a departure 
from the administrative act, it seems to me would be unwise. If we 
ure going to experiment and try to improve it—and I think we can 
improve the administrative act—I much prefer to try on something 
else, and something that is not so highly technical and does not involve 
the safety of so many people. 

There is one question here about this standard that troubles me. 
As I interpret the act, the standard of whether a man has obeyed the 
act or not—-the test whether has has violated a criminal statute—is 
not whether the additive is safe or not safe. The test is whether it is 
generally recognized by the experts to be safe. 

If this were a purely simple matter, there might be some justifica- 
tion for that sort of a test. But where a man is put in jeopardy, it 
seems to me that he is entitled to some standard that is much safer 
and much more certain than that. In order to determine whether he 
is committing a violation of the penal code, he has to pass on the 
question of whether the experts generally recognize. 

Mr. Goopricn. Yes, sir. 

Mr. Dies. He goes into the field of opinion and conflicting opinion 
and highly technical matters. I just don’t think that is good, even 
though it is in the Drug Act. I can’t believe that is good legislation. 
I am wondering why we simply don’t make the test the safety of 
the matter. Then he can certainly make his decision. He is a manu- 
facturer. He has his experts. Whenever he makes his decision, then 
he will have to accept the consequences of it. I am wondering what 
difference that would make if we substituted and changed that lan- 
guage and struck out the “generally recognized.” 

Mr. Goopricu. We have in general language “generally accepted,” 
because the committee over the years has never been willing to give 
the Food and Drug Administration the authority to make a list to 
specify which products are in and which are out. This is what has 
been called here an objective standard. 

We have the burden, no matter how this bill goes, of proving that 
a product is not generally recognized as safe among experts in the 
courts. 

Let us assume that this bill came out as we recommended it and 
company X had a chemical which had not been adequately tested, 
we thought it was not generally recognized as safe, the applicant 
thought it was generally recognized as safe. We would have the 
burden of going to court to seize, prosecute, or enjoin to prove that 
fact, that it was not generally recognized as safe. 

We have in this food and drug law some general language. “Pre- 
pared under unsanitary conditions,” “if it consists in whole or in 
part in filth,” “if it isa poisonous or deleterious substance which may 
be injurious,” all those generalities have been to the courts, and we 
have not had difficulty with vagueness knocking down the law. We 
have been singularly cacceestel, I think. 

Mr. Dies. Under the present law, what happens if a man does put 
on the market—I am not talking about civil liability, but criminal— 
a deleterious substance, something that causes great damage. Can 
he be criminally prosecuted ? 
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Mr. Goopricu. Certainly. Our first step would be to seize it wher- 
ever we can find it, and have it sampled in every district court. 
Finally we would prosecute the man for putting it out in the first 
instance. That is where you have a definite poison, and the proof 
is available. 

Mr. Dres. I don’t know that this would be possible, because we 
are dealing with a subject that most of us are not familiar with, but 
would it be possible to rewrite this on the theory that in order for a 
man to have exemption from that penal provision, he must have 
pretested ? 

Mr. Goopricu. The point of the general language is to avoid pre- 
testing of things like table salt. We have to have the law like that. 

Mr. Dies. He would be perfectly safe in putting out table salt. 

Mr. Goopricu. Because it is generally recognized. 

Mr. Dies. Suppose you had a law under which the manufacture— 
I am just suggesting this, this may be a very unsound thing—had 
a choice. He Tension if he puts something on the market that is un- 
safe, he can be dealt with criminally. But he is offered this pro- 
tection, that the Department and the law says if you don’t want to 
take a chance, you can predetermine this. You can come before 
the Department on any of these additives concerning which you have 
a serious doubt, and you can have it pretested. The decision of the 
program passed last Congress, we had this same general language. 

Mr. Goopricu. We have gone a step further. Under the pesticide 
poe passed last Congress, we had this same general language. 

e recognized that. We put out an interpretive regulation saying 
that if any person had any question as to whether his product was 
generally recognized as safe, he could submit that to the Depart- 
ment, and we would give him an opinion. He would not be bound 
by the opinion. We would still have the burden of proving that the 
product was not generally recognized as safe, but at the same time we 
offered that service. 

Mr. Dres. If the pretest was conditioned upon the fact that the in- 
dividual makes his choice, he has his chemist, he has his technicians 
and so on and so forth. He knows the inducement is that he wants 
to predetermine. Would it be a more simple solution of this problem 
than there would be to set up an affirmative declaration that you have 
to stem all these things?’ I may not understand enough about it to 
make my question clear. 

The Cuarrman. Will the gentleman from Texas yield? 

Mr, Dres. Yes. 

The Cuarrman. I think the gentleman is proceeding on a point 
which has been in my mind, and on which I have asked a number of 
questions. I want to bring it up at this time. That question largely 
was this. If an additive has been pretested and has been given a 
favorable report, and goes into food products across the country, does 
that in any way relieve the manufacturer of any liability if after it 
has been consumed for a while circumstances develop showing that 
it is dangerous? Does it in any way tie the hands of the adminis- 
tration in further proceedings under existing law? 

Mr. Goopricu. i undoubtedly would have an effect. We would 
have to immedately repeal the regulation, for which there is a pro- 
vision in the bill. 





228 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


On the question of private product liability cases, which Congress- 
man Dies raised before, I have had some research done on that. We 
have never been able to find a case in which a judgment would help a 
person who is not a party to it, or a privity to it. It is doubtful that 
in just so many terms it would affect product liability. What we are 
concerned with is not so much correcting the thing after the harm. 
We are trying to prevent it. This is the only way we can get at it. 

Mr. O’Hara. Would the gentleman yield ? 

Mr. Dres. Yes. 

Mr. O’Hara. In connection with the question asked by Mr. Priest, 
we don’t repeal res ipsa loquitur provisions of the law. If you had 
a change in the food which was passed on, and it turned out bad, you 
would Late res ipsa loquitur right back. 

Mr. Dres. I don’t follow you. 

Mr. O’Hara. It speaks for itself. It has become harmful. 

Mr. Dries. If you had a declaratory judgment saying that the addi- 
tive is safe, and somebody brought a suit, it would certainly be per- 
suasive before a jury. The effect would be to relieve the manufacturer 
of liability. 

Mr. Goopricn. I am told by people who are expert in this field 
that is the way they would go at trying to get it before a jury, and 
in some way influence the litigation. I am no expert on that. 

Mr. Dries. That is not the point I am concerned about. I am con- 
cerned about if we proceeded in reverse as I indicated, could we 
have a simpler bill, and one that would protect everybody’s rights? 

Mr. Goopricn. If you say test or not test, it is not quite that simple, 
because testing costs an awful lot of money, and takes two years 
to do. So the generally recognized as safe is a provision written 
in to allow the continued use of a large number of chemicals that are 
on the market without requiring them to go back through the sci- 
entific laboratory and establish safety. I feel that something of that 
kind must be done to make the legislation reasonable. 

Mr. Dres. As to that sort of a product, as a matter of fact, you 
would take no risk. He knows it has been in general use. He knows 
it is all right. Any new additive or one concerning which he is in 
doubt, if he knew that he could go to the Department and pretest it, 
it seems to me that he would have every incentive to do it in order 
to escape criminal liability. I don’t know that that is a sound or 
practical proposition, but at least it seems to me that it would make 
the legislation simpler. You say to a man, this is your business. 
You know what your civil liability is, and you know what the crim- 
inal law is. We are going to set up machinery here to help the 

ublic and to help you, under which, if you will come in here and 
name danas things pretested, that gives you exemption from criminal 
iability. 

Mr, Eooneacn. We are not proposing to exempt that. We are pro- 
posing to issue a rule in advance of the use of the chemical based 
on sound scientific evidence of safety under which all the manufac- 
turers who want to use this in a particular product can use it with 
reasonable assurance of safety. We believe that the generally rec- 
ognized is the best drafting we can do. We are not closing the door 
to try to do something better than that. That is the best we have 
been able to come up with yet. 

Mr, Dies. I think that is all, Mr. Chairman. 
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Mr. O’Hara. I have no more. 

The Cuarrman. Certainly the subcommittee is not closing the door 
on anything that will work out successfully in the public interest. 

Mr. Dies. Mr. Chairman, in that connection, I don’t know that 
I am too clear about it, but I have a feeling that if you could approach 
legislation in a way that would let individuals have some determi- 
nation in advance of their standing, it would be helpful. This un- 
certainty, this business of never knowing, you come in while you 
are following some rule or regulation, you are still in deep water. You 
never reach a point where you are certain about anything. 

I think most of the complaint about governmental bureaucracy and 
redtape lies right there. You can never reach a point where you can 
say to yourself, it is all over. There is always somebody that can 
come along and say, no, you didn’t do this right. So it seems to me 
that some means by which a man could come in and say, “Before I use 
this, let us test it, and let us determine it,” and it is tested and if it is 
shown to be reasonably safe, then he has no responsibility criminally 
and he can safely put it on the market. 

I don’t even know that would be the answer. I know if I were a 
manufacturer, and I had some means of pretesting, I would certainly 
want to avail myself of it. 

The Cuatrman. Any further comment? If not, Mr. Goodrich, we 
thank you, and the others of the Food and Drug Administration, for 
your testimony. 

There are several unresolved questions in the legislation which the 
committee will have to deal with in executive session. 

There is a possibility we might want to confer with the Atomic 
Energy Commission before we take any final action in executive 
session. The hearings are closed with the possible exception that 
the Atomic Energy representatives might be heard by the subcom- 
mittee. 

The Chair made the statement at the close of the session before the 
Food and Drug Administration appeared today that witnesses who 
had statements to file or who desired to file additional statements, and 
were not permitted to do so during the course of the hearings, will 
be patie’ that permission and the record will be held open for a 
brief period for the receipt of such statements. The committee will 
stand adjourned subject to the call of the Chair. 

(The following material was submitted for the record :) 


NATIONAL CANNERS ASSOCIATION, 
Washington 6, D. C., February 20, 1956. 


Hon. J. Percy Priest, 
Chairman, House Interstate and Foreign Commerce Committee, 
House of Representatives, Washington 25, D. C. 

Dear Mr. Priest: In the recent hearings on February 14, 1956, on your bill, 
H. R. 8275, Mr. William W. Goodrich, Assistant General Counsel of the Depart- 
ment of Health, Education, and Welfare, urged a number of objections to the 
court review provisions of your bill. 

In my earlier testimony before the subcommittee, on February 1, 1956, I had 
reported that the National Canners Association had endorsed and urged the 
support of the Priest and O’Hara bills, that it supported the requirement of 
pretesting and adequate disclosure to the FDA, but did not support the concept 
of prior licensing of new food additives. 

Inasmuch as we believe that the objections urged to the court review provisions 
of your bill are without adequate legal or factual foundation, and because the 
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suggestions for amendment offered by Mr. Goodrich would create a system of 
prior licensing, I am constrained to file this letter commenting on the arguments 
advanced by him. We do so with all deference, in the hope of assisting the 
subcommittee, and with the conviction that the position taken by the entire food 
industry on these questions is both legally sound and in the public interest. 


ASSERTED UNCONSTITUTIONALITY OF DE NOVO COURT REVIEW 


The first objection urged is that de novo court review in the Federal district 
court by declaratory judgment action might be of questionable constitutional 
validity. This red herring is legally unfounded. It is also disingenuous and, if 
valid, would equivalently destroy as unconstitutional every other court review 
provision in the basic Food, Drug and Cosmetic Act, as well as in the Miller 
Pesticide Act sponsored by your committee several years ago. 

Essentially, Mr. Goodrich’s argument is that no case or controversy in the 
constitutional sense would exist because, in reliance on the Helco decision (137 
F. 2d 681 (C. A. D. C. 1948)), only the Attorney General enforces the law, the 
FDA merely recommends enforcement actions, and hence there can be no judi- 
cially cognizable legal issue between the Secretary and any applicant who has 
filed his pretesting data. 

The fallacy in this argument is readily demonstrable. In the first place, it 
proves too much. For in like fashion under the Food, Drug, Cosmetics Act, only 
the Attorney General enforces food standards, dietetic food regulations, new 
drug violations, pesticide tolerances under the Miller Act, and, indeed (except 
for customs control), every other statutory prohibition and provision. 

If Mr. Goodrich is right, every court review provision—whether limited to 
review of administrative findings or a realistic trial de novo—is also fatally 
defective. And since article III of the Constitution embraces all Federal courts, 
court review of FDA action would be equally defective whether in a circuit court 
of appeals or in a district court. Only where there is later direct enforcement 
proceedings by the Attorney General—e. g., a seizure, an injunction action, or a 
criminal prosecution—could there, on Mr. Goodrich’s theory, be any kind of 
constitutionally proper court review of any FDA determination. 

Mr. Goodrich conceded at the hearings that these other court review provi- 
sions in the act, largely developed by the House committee and enacted into 
law, are not constitutionally invalid (transcript, p. 403). Doing so necessarily 
crumbled the entire support for the supposed constitutional objection to de novo 
court review as provided in your bill. 

On the affirmative side, we submit there can be no constitutional objection. 
The “constitutional requirement, as applied to declaratory judgments, is not 
interpreted in any narrow or technical sense” (Dewey & Almy Chemical Co. v. 
American Anode, Inc., 137 F. 2d 68, 70 (C. C. A. 3d, 1948)). (This case was 
decided after the Helco case.) “The difference [between the parties] must affect 
conduct or rights in a near and real sense * * * [they need have] immediate 
and substantial effect upon their conduct” (Consumer Mail Order Ass’n v. Mce- 
Grath, 94 F. Supp. 705, 708 (D. D. C., 1951)). (This case plainly distinguished 
the Helco case.) As said by the United States Supreme Court in Md. Casualty 
Co. v. Pacific Coal & Oil Co., 312 U. 8. 270, 273 (1941) : 

“Basically, the question in each case is whether the facts alleged, under all 
the circumstances, show that there is a substantial controversy * * * of suffi- 
cient immediacy and reality to warrant the issuance of a declaratory judgment.” 

Obviously, the issue whether there has been adequate pretesting of an ingre- 
dient to demonstrate its safety—and aditionally, on the FDA view, the wholly 
nonscientific inquiry whether it has functional value or utility in a food prod- 
uct—meets this test. 

This subcommittee has major responsibilities and a fairly arduous task in 
formulating effective and reasonable legislation in this area. It ought not to be 
further plagued with this transparent legal ghost of unconstitutionality in de- 
termining whether there ought to be here only the “survey” type of appellate 
blessing of an anonymous administrative refusal to license a new food addi- 
tive—or the opportunity in the rare case for some realistic judicial review that 
might expose arbitrary administrative conduct or a determination lacking in 
any foundation save personal predilection. Of course, everyone grants that this 
latter is a remote likelihood with the present competent and sagacious FDA 
personnel. But this committee is writing permanent and far-reaching legislation. 
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ASSERTED REQUIREMENT THAT FDA WOULD HAVE TO INSTITUTE DECLARATORY ACTION 
IN EVERY INSTANCE 


The next argument is that the FDA would, on the face of your bill, have to 
institute on its own motion a declaratory judgment action whenever it made an 
adverse administrative determination. 

On the basis of the evidence presented to the committee this is manifestly 
unrealistic. It is likewise legally unfounded. 

Factually, the objection assumes that in every instance in which the appli- 
cant and the FDA staff do not reach agreement as to the adequacy of pretesting 
and the safety of the product, the food manufacturer will nevertheless ship 
the product containing the ingredient. Apart from the considerations of legal 
hazard, including seizure, injunction, and criminal prosecution, which are left 
untouched by your bill, experience under the new drug provision makes it clear 
that this will not occur. If there is any real, rather than verbal and argumenta- 
tive apprehension, the remedy is obvious. There could be taken from H. R. 7764 
the following provision : 

“(e) No person who has thus received an intitial notice or opinion by the 

Secretary, pursuant to subsection (d), which initial notice advises that a new 
food additive has not been adequately pretested and thereby shown safe for use 
under the conditions of its intended use shall thereafter introduce or deliver for 
introduction into interstate commerce such additive or a food bearing or con- 
taining it, without prior notice to the Secretary given by registered mail at 
least thirty days before the first proposed shipment and disclosing its identity, 
quantity, and destination.” 
It is perfectly obvious that this would provide a complete answer. Even in the 
rare case where the manufacturer wishes to hazard criminal prosecution and 
fly in the face of the FDA, the giving of notice would afford an adequate time 
for FDA consideration of court action. The committee will appreciate that this 
will occur only in a rare instance. 

The related suggestion that the administrative determination under section 5 
of your bill would be virtually meaningless, and might leave the FDA without 
adequate enforcement machinery to stop a recalcitrant manufacturer, is an 
inadvertent distortion. On the basis of its action, the FDA would have probable 
cause to seize the goods, would have sufficient ground for a preliminary injunc- 
tion, and in all likelihood probable cause for a criminal prosecution. The 
declaratory judgment shoe is not on the foot of the FDA. Its drastic remedies 
are left untouched, and its freedom of action unchanged. The notion that its 
administrative determination would have no meaning whatever can hardly be 
taken seriously in the light of Mr. Goodrich’s frank admission that a Federal 
judge would never set aside the opinion of the agency prior to the fullest trial 
that would expose compelling conviction of arbitrary and unfounded refusal. 

By the same token, it seems unnecessary to discuss further the suggestion 
that you bill would burden the Federal courts. This is a vastly exaggerated, if 
not completely artificial, objection. 


BURDEN OF PROOF 


An equally unwarranted argumentative assumption about the meaning of your 
bill is the further objection that in the declaratory judgment action the “burden” 
would be upon the FDA. Legally analyzed, this objection falls apart. As both 
the lawyers on the subcommittee and those on the professional staff are aware, 
the burden of proof of an issue, as well as the burden of going forward with the 
evidence on it, turns on the pleadings. 

The tirst issue would be whether you bill covers the ingredient—that is whether 
it has not been generally recognized by qualified experts as safe for the intended 
use. Mr. Goodrich candidly admitted that the burden on this particular issue 
always remains with the FDA. But this burden is trivial when it is remem- 
bered that by filing his application in the first instance the applicant has ad- 
mitted that the pretesting and evaluation of safety is necessary. (Else he would 
never have had to file since the new amendment would never apply.) 

Once this point is passed, the next issue is whether as section 409 recites, 
“such additive has been adequately pretested and thereby shown safe for use 
under the conditions of its intended use.” Of course, this bill puts the job of 
pretesting upon the applicant. No matter whether he brings the declaratory 
judgment action, or the Secretary elects to bring it, the issue is that the appli- 
cant asserts the affirmative of this proposition, and the Secretary denies it. In 
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this state of the pleadings, the burden both of going forward and of demon- 
strating adequate pretesting and safety remains on the applicant. 

There is no need for elaborate legal citations on this point. The established 
rule is that stated above. See Preferred Accident Inc. Co. v. Grasso (186 F. 2d 
987, 991 (C. C. A. 2d, 1951) ), where Judge Clark, quoting the key authority, dis- 
posed of this same contention by saying: 

“It would seem rather anomalous that so important a matter should depend 
on the chance of who first sues and the outstanding authority in the fie’d argues 
ma. such a result” (Borchard, Declaratory Judgments, 404-409, 2d edition, 

Hence the suggested horrendous burden on the agency, the eloquent appre- 
hensions that your bill would increase the legal staff and the responsibilities of 
the agency lawyers, and the unwarranted notion that it is not the applicant who 
says his additive is safe who must prove that it is, can be put into proper per- 
spective and dismissed. 


ASSERTED INCOMPETENCE OF THE FEDERAL COURTS TO DEAL WITH ISSUES OF ADEQUATE 
PRETESTING AND SAFETY 


The final argument urged against de novo review is essentially that the 
Federal courts are either ill-suited or incompetent to pass upon the factual 
issue as to whether there has been adequate pretesting to establish safety for 
the intended use. Of course, this is simply another way of asserting that in the 
opinion of the FDA in this area there can be in effect no judicial review of an 
administrative determination. 

This is sought to be buttressed by reference to the writer’s own testimony that 
veracity is not often involved in these very rare court-review cases and the 
suggestion that the courts must evaluate what is essentially a scientific opinion. 

But the answers lie deeper. In the first place, all of the talk about scientific 
judgments on toxicity is wholly inapplicable if the FDA is to persist in its re- 
quest that it be given authority to pass on functional value or whether there is 
any real benefit to the consumer or producer. That is hardly a scientific judg- 
ment. At best it is an economic question or possibly even an issue of policy or 
mere personal preference as to what does or does not make for a better diet or 
appeal to the palate. This separate problem of authority to pass on what may 
or may not be eaten by the American people, even though it presents no hazard 
to health, is dealt with in a separate letter. 

More important, however, is the fact that what is here involved is as much 
the quantity of the evidence and whether it has been fairly evaluated. The 
most likely case for resort to court review would be where there has been pre- 
testing but simply summary rejection of the data. The real issue to be searched 
out by the court is whether this rejection was adequately grounded. If the ex- 
perts who back up the applicant’s view are reputable people and on the data they 
had honestly determined that safety existed, are summarily rejected by the 
FDA, a district court can adequately determine the issue. It can do so without 
attempting to substitute its own judgment on a medical question. 

But on this type of issue a court cannot afford the constitutional protection 
which our tripartite system of Government grants merely by looking at a sterile 
series of carefully written findings. It can do so only by viewing the witnesses, 
by learning the basis on which they purported to act, and by hearing them cross- 
examined. Put another way, the issue on which the court passes is not whether 
the medical data is correct, or whether the conclusions are medically sound, 
but whether there is any acceptable reason why the expert opinion of one group 
of people has been thrown out, or whether administrative officials have acted 
arbitrarily. In practically every other field of law the courts deal with opinion 
evidence. To say that they cannot do so in this area is virtually to deny that 
administrative action may never be challenged. 

Moreover, here again the argument proves too much. It is granted that in 
any appellate court review of administrative findings (absent the witnesses, 
or the right to cross-examine them before a judge) the appellate court must 
determine “on the entire record” that the administrative result could reasonably 
be sustained. It is somewhat difficult to understand how an appellate court that 
looks at the entire record—-including necessarily the pretesting data and the 
medical opinions on it—is any more competent to understand it than a district 
judge who has the opportunity to hear the same testimony and additionally te 
ask the witness questions about it if he cannot penetrate it. 
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Consequently, this objection that Federal judges are incompetent to deal 
with this type of issue of fact, in the rare case that will be brought before 
them, must be rejected. 

In a separate letter the writer endeavors to suggest to the committee the 
affirmative reasons why in this particular area the entire food industry has 
sought to secure de novo court review. 

It is hoped that these observations will prove useful to the subcommittee. 

Very truly yours, 
H. THoMAS AUSTERN, 
General Counsel. 


NATIONAL CANNERS ASSOCIATION, 
Washington 6, D. C., February 20, 1956. 
Hon, J. Percy Priest, 
Chairman, House Interstate and Foreign Commerce Committee, 
House of Representatives, Washington, D. C. 


Dear Mr. Priest: In a separate letter under today’s date, I have endeavored 
to deal specifically with the objections offered by Mr. William W. Goodrich, 
Assistant General Counsel of the Department of Health, Education, and Wel- 
fare, to the court-review provisions of your bill, H. R. 8275. 

In an effort to be of assistance to the subcommittee in its resolution of the 
underlying policy questions (as distinguished from disposing of the insubstan- 
tial technical legal objections offered by Mr. Goodrich), I am writing to sum- 
marize my own views on the two key policy questions. 

The first is why the entire food industry is united in objecting to giving to 
the FDA any authority to pass upon the functional value of any new food addi- 
tive, that is, to determine whether in its opinion the use of that ingredient will 
confer any definite benefit on the producer or the consumer. 

The second question is why the entire American food industry, even while 
recognizing that court review will be a rarity, still insists that in this area the 
necessary court review be a de novo declaratory judgment proceeding as provided 
in this bill. 

The views I am expressing on these key issues are my own. Nevertheless, I 
have considerable confidence that they are shared by many persons in the food 
industry. 


WHY THE ENTIRE FOOD INDUSTRY IS OPPOSED TO GRANTING ADMINISTRATIVE AUTHORITY 
TU PASS UPON WHICH INGREDIENTS HAVE FUNCTIONAL VALUE 


On this issue, I believe the food industry is adamant. It believes that the 
Federal Food, Drug, and Cosmetic Act is primarily designed to protect the public 
health and to protect the consumer against the adulteration and misbranding 
of food products. The act was never intended to permit administrative determi- 
nation of what the public may or may not eat on the basis of someone’s judg- 
ment as to whether it would or would not have a particular value in their diet. 

To determine so-called functional value, an administrative agency would deal 
with no ponderable issue. Instead, it would be passing on subtle and. subjec- 
tive questions as to taste preference, eye appeal, different methods of manufac- 
ture, and whether desired nutritional values should be obtained from one food 
rather than another. (Throughout all of this discussion it must be assumed 
that the ingredient is first determined to be nontoxic for the intended use—the 
separate issue of public safety with which your bill primarily deals.) One con- 
sumer may prefer raw apples; another may like applesauce. An ingredient that 
improves applesauce could readily be determined to be of no definite benefit on 
the ground that raw apples are available. 

Housewives devote endless time to the eye appeal of what they prepare. Food 
manufacturers endeavor to respond to this consumer interest. Although it was 
admitted at the hearing that an ingredient that improves the eye appeal of a 
product has functional value, it should be obvious that this determination neces- 
sarily involves the question of who is looking, how much of an improvement is 
made, and whether it is in the direction preferred by the administrative agency. 
A change in seasoning may be deemed by some to be valuable, yet by others to 
be objectionable. (Indeed, in some previous instances an effort has been made 
to bar ingredients from a standardized food on the ground that flavor was im- 
paired.) It is the view of most people in the food industry that these questions 
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are ultimately to be determined by the American consumer, and not by an admin- 
istrative agency. 

Unless this principle is kept firmly in mind, administrative authority moves 
from protection to regimentation of the consumer. Some ingredients are tasty, 
but of little nutritional value—do they confer a distinct benefit? Others, such 
as a maraschino cherry, are largely an optical condiment—is the housewife or an 
administrative agency to say when they are to be used? “Some like it hot, some 
like it cold ; some in the pot 9 days old”—if what they prefer is not toxic, is the 
long arm of Federal control to reach these preferences? 

The circumstance that this authority is sought in connection with a bill adding 
authority to require pretesting and administrative scrutiny of possibly toxic in- 
gredients is no excuse for permitting it. This issue of possible toxicity is sep- 
arate. The FDA can and undoubtedly will act conservatively and carefully 
in measuring safety factors. But its judgment ought not to be confused and 
diffused by collateral authorization to take wider chances with the public health— 
or to cut back the hazard of risk—merely because some in the agency believe (on 
wholly unspecified criteria) that one ingredient is useful, and another not, to 
improve flavor, appearance, texture, relative fabricating cost, ete. 

Nor is the determination of safety to be confused with protection of the public 
against adulteration. Ordinary salt is (in reasonable amounts) an old and safe 
preservative. Still it might be used to preserve unacceptable filthy or decom- 
posed fish, fowl, or beef. The FDA power to condemn the resulting product as 
adulterated is not impaired by this bill. A new food additive may be com- 
pletely safe, but this has nothing to do with the legality of its being used in a 
food as a substitute for another anticipated valuable ingredient. The FDA 
powers here are not changed. Any use that results in economic adulteration 
can still be challenged. This bill has nothing to do—neither adds to nor sub- 
tracts—from that problem. By the same token, this bill should not be the 
vehicle for broad new powers unrelated to possible toxicity and pretesting of 
new food ingredients. 

Similarly, this bill has nothing to do with standardization of a food product. 
Food standards may bar an ingredient that serves no recognized function, or 
may be deceptive or cause demonstrated consumer confusion. But this is af- 
firmative regulation—not prior clearance. It is done, as the act prescribes, “to 
promote honesty and fair dealing in the interest of consumers’’—-not as a deter- 
mination of public-health hazard. It is frankly economic regulation operating 
in a wholly different frame of reference. 

No sound reason exists for authorizing, as to new food additives, this entering 
wedge to control by Federal fiat the content of the American diet. The deter- 
mination of toxicological safety should be made, as your bill provides, sep- 
arately—and necessarily cautiously and carefully. But there is no need for 
this added authority which would confuse that task, and leave the criteria of 
decision wholly at large if not resting almost entirely upon what an administra- 
tive group may think is tasty, appealing, or really good for Americans to eat. 


WHY IN THIS AREA IS DE NOVO COURT REVIEW CONSIDERED ESSENTIAL 


The hearings to date have made clear that court review of an FDA deter- 
mination that a proposed new food additive is not safe would be sought only in 
very rare instances. Likewise obvious is the unlikelihood that any Federal 
court would second-guess the FDA on the question of public safety and release 
an ingredient for use over FDA’s expressed objection and administrative re- 
jection. In addition, there were references to other types of reyew, in other 
courts, indeed of other types of administrative agencies in transportation, labor, 
relations, and the like. Mr. Goodrich asked in effect why in this instance the 
food industry insisted upon de novo review—with expert witnesses brought 
before the district court judge and examined on what he insisted were scien- 
tific questions. 

Food industry insistence on this court review point—reached, one might add, 
after many years consideration—is neither idle nor captious. (It is the food 
industry that without exception is sponsoring the pretesting and safety amend- 
ment as a whole.) Insistence upon real judicial examination in the rare case 
is founded, not upon abstract theory nor general analogy to other administra- 
tive procedures, but upon the nature and character of this particular problem. 

It turns on the nature of the issue: Is a newly developed food ingredient 
a poisonous hazard to the public health? The practical burden of getting any 
court to overrule the FDA (assuming that the inescapable adverse. publicity 
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will also be risked) is clear to anyone. Intelligent appraisal of the issue leads, 
not to insistence on appellate review of anonymous findings, but on an under- 
standing why, in the one instance in hundreds or thousands, where there will 
be recourse to the courts, there must a real, live, specific trial. 

No question is more difficult for Congress to determine than how to provide 
effective administrative action and at the same time traditionally safeguard 
through the courts against its abuse. Admittedly, Congress itself cannot pass on 
toxicity. (Indeed, as the hearings indicated, it is even difficult here to formulate 
a standard more specific than “generally recognized.”) It must delegate to the 
FDA. By the same token, administrative malfunctioning, arbitrary or capri- 
cious action, or equally important failure to act, must be subject to court review. 

Where economic issues are involved, there are many who would give an admin- 
istrative agency the protective blanket of findings and review on paper before 
an appellate trial. While there is momentum in favor of agency action, it is not 
as compelling in fact. Even here the courts have recently developed the on- 
the-whole-record concept permitting broader review. Others insist that where 
agency abuse or capricious inaction is charged, a de novo examination of the 
facts is the only safeguard even on economic issues. But the character of the 
court review afforded should turn on the difficulty of upsetting agency action— 
not that because there is action, or refusal to act, on a technical question, the 
courts are less competent than an agency. The greater the human disposition 
to uphold the agency, the fuller should be the court review provided. No 
stronger case could be offered than on asserted toxicity of a new ingredient. 

Consequently, it is because there are scientific issues, because the determina- 
tion may turn on a rejection of the opinions of medical experts, because the 
rejection can be on grounds not explicitly detailed in findings or blandly stated 
as insufficient evidence—and cardinally because of the almost insuperable burden 
that anyone would have in persuading a court to overturn the FDA disapproval 
of an ingredient that might endanger men, women, children, and the aged—that 
we believe a trial de novo must be provided. 

Only if the full facts, even if they are the marshaling of expert opinions, are 
brought before the judge, only if the protective anonymity of those who rejected 
good faith pretesting is stripped away, only if the possibility of caprice or 
predilection can be exposed in real terms by personal appearance and cross- 
examination before the judge, would court review mean anything. 

Of course, only in the rare, the extreme, case would this effort be ventured 
by any food manufacturer or his counsel. But it is in that instance that the 
safeguard of court review is important under our system. 

To relegate those who, perhaps once in a decade, feel compelled to challenge 
the FDA determination, and to take on the burden realistically confronted in 
this area, to do so on paper findings, based on a record developed before and 
controlled by the agency, without the opportunity to have the court see the 
witnesses and explore what occurred without procedural restriction, would make 
the whole concept of court review a travesty. 

We believe in the principles of required pretesting and demonstration of 
safety. We know that it will operate, as has the new-drug section, largely at 
the administrative level. But if there ever must be resort to court review, 
we believe that cardinally in this area there must be de novo review. Elsewhere 
the unfounded legal objections to de novo review have been dissipated. On 
policy grounds the subject matter of this bill requires affirmatively that there 
be real judicial scrutiny in those few cases where it may become necessary. 

Very truly yours, 
H. THoMAS AUSTERN, 
General Counsel. 


DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
February 29, 1956. 
Hon. J. Percy PRIEsT, 
Chairman, House Committee on Interstate and Foreign Commerce, 
Washington 25, D. OC. 


DEAR CONGRESSMAN Priest: On February 27, Mr. Austern handed me, at my 
request, copies of his February 20 letters to you about the proposed chemicals- 
in-food legislation. 

While the reasons for the Department’s objections to the de novo trial of ques- 
tions of scientific judgment have been fully explained, we do not wish to leave 
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mpenalionad Mr. Austern’s arguments; without, of course, dealing in person- 
alities. 

1. Though important segments of industry admittedly do support the de novo 
bills, both the executive and the judicial branches of Government are strongly 
opposed. We call attention not to our testimony alone, but also to the letters 
from the Bureau of the Budget and the Department of Justice who join us. 
The Judicial Conference agrees with us both as to the burden on the judiciary 
and the impropriety of asking Judges and juries to be arbiters on matters of 
scientific judgment. 

2. Our constitutional doubts are neither a “red herring” nor a “transparent 
legal ghost,” as Mr. Austern characterizes them. We have presented a rea- 
soned objection based on authority. We contend that an expression of opinion 
by the Department on the adequacy of a laboratory experiment to support a 
sound judgment about the probable future effect of a chemical in man’s diet 
cannot give rise to a “case or controversy.” This expression of opinion, very 
unlike final denial of a new drug application which itself bars the drug from 
interstate sale or the promulgation of authoritative regulations having the 
effect of law—as in food standards or under the Miller pesticide bill—has no 
legal consequence aside from temporarily staying the sale of the chemical pre- 
liminary to the initiation of a lawsuit. 

As the Helco case decided : 

“No doubt a persuasive argument can be made for extending the use of advisory 
opinions to all situations in which conflicts may impend between private business 
and Government agencies in the working out of policies and programs. Much 
of the uncertainty of business management could, perhaps, thus be eliminated. 
What a comfort it would be if a declaratory judgment could be made as available 
as an interoffice memorandum, whenever a board of directors meets to consider 
a proposed new venture. But that millenium has not yet arrived.” 

In that case, the court of appeals denied its power to give legal advice to the 
ar It would, we believe, all the more deny any power to provide medical 
advice. 

3. Mr. Austern seems to protest too much in describing how rare the use of the 
declaratory judgment procedure would be. He is, nonetheless, obliged to suggest 
an amendment in an effort to overcome our statement that we would be com- 
pelled to go to court in every case to make our adverse opinions effective. He 
cannot support the idea that we have distorted the bills as written. Yet his 
amendment would do nothing more than require the manufacturer to give 30 
days’ notice of the first shipment he intended to make, should he at any time 
whatever want to put the Government to the burden of proving its case in court. 
Mr. Austern’s suggestion is to allow the shipper to disregard at his will the ad- 
verse administrative opinion on safety simply by writing a letter to the Govern- 
ment and waiting 30 days to be sued. We would still have to sue. Meanwhile 
any number of shipments could be made without notification. It is no answer 
that we could seize the chemical or the food containing it and prosecute the 
shipper. We are concerned with preventing injuries, not with minimizing them 
after interstate distribution of a dangerous chemical has begun. 

4. The burden of proof is controlled not by the language quoted by Mr. Austern, 
but by the provision on page 7 of the bills. There it is provided that either the 
Secretary or the person submitting pretesting data may sue for “a declaration 
whether or not such new food additive has been adequately pretested and thereby 
shown safe for use under the conditions of its intended use.” This language 
plainly provides that either side may file the lawsuit, and that the issue is 
“whether or not” the testing is adequate. The applicant has the burden of sup- 
porting the affirmative when he sues. And the Department has the burden when 
it asserts the negative. But there is no incentive whatever for the applicant 
to sue when his inaction requires us to do so. 

5. The arguments about the competency of courts to act as scientific advisers 
and to establish policy on the safety of chemicals in food has been answered 
by the courts, not once but several times on proposals of this kind. 

6. Mr. Austern seems somewhat obscure in what he expects the district court 
to do. He pointedly refers to cross-examination “before a judge,” but does not 
mention the jury. He says the court would not “substitute its own judgment 
on a medical question.” Clearly both the trial judge and the jury could do just 
that. Mr. Austern says he is concerned lest there be a summary rejection of 
data presented by the manufacturer. The requirement of public hearing, detailed 
findings of fact, and judicial review would certainly safeguard against that. 
And if there be any doubt, language could be devised to require—as this bill 
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does—that the Secretary shall fully state the reasons for his opinion and shall 
make available all information used as a basis for his opinion. 

Mr. Austern’s analysis is plainly wrong when it suggests that the issue in the 
law suit “is not whether the medical data is correct, or whether the conclusions 
are medically sound, but whether there is any acceptable reason why the expert 
opinion of one group of people has been thrown out, or whether the administra- 
tive officials have acted arbitrarily.” It seems obvious that everyone must agree 
that the sole question always is whether the scientific data is adequate to show 
probable safety to man when the chemical is ingested through his diet. In a 
trial de novo, the whole purpose would be for the applicant to present scientists 
to second guess the Department; to testify that in their judgment the tests and 
the data were inadequate to show that the chemical could be consumed safely 
by the American public. Presumably then the Government would present 
scientists to testify that in their judgment the applicant’s tests and data were 
not adequate to show safety. The judge and jury would be asked to select 
which scientific judgment they preferred. 

There is no provision that restricts the trial to the issue of arbitrary action 
by the Department. Moreover, the claim of arbitrary action is the very issue 
that courts of appeals routinely deal with on review of administrative action 
generally. 

7. The argument on “usefulness” or “functional” value” is indeed strange. 
It suggests that the Department can and does cunsider such questions on food 
standards (which are established through the administrative process and re- 
viewed in the courts of appeals, 21 U. 8S. C. 341), but that we must close our eyes 
to that problem when deciding the safety question under this legislation. The 
Atlas Powder Co. case has established the Secretary’s right to consider whether 
safety has been established before he finds that a new chemical in a standardized 
food would “promote honesty and fair dealing in the interest of consumers.” 
Equally, we should be allowed to consider the utility of the proposed chemical in 
weighing the safety question under this new legislation. 

8, It is argued that de novo review is needed here—and not on economic mat- 
ters such as labor, transportation, and the like—because courts are so reluctant 
to reverse the decision of this Department. The argument goes that the less the 
likelihood of reversal in the courts, the more the opportunity should be given for 
reversal. 

The reluctance of courts to interfere, however, on matters of health arises 
both from their own confessed inability to pass sound scientific judgments and 
from the disastrous consequences of a wrong decision. They, like the Depart- 
ment, prefer to err, if they must, on the side of safety, rather than be mistaken 
in holding that a poisonous chemical will be safe. This argues against experi- 
mentation with expanded control by trial judges and juries of laymen on vital 
health questions ; not in favor of it. 

Respectfully, 
WILLIAM W, GoopricH, 
Assistant General Counsel, Food and Drug Division. 


SuNKIsST GROWERS, 
Washington 4, D. C., February 25, 1956. 
Hon. J. Percy Priest, 


Chairman, Interstate and Foreign Commerce Committee, 
House of Representatives, Washington 25, D. C. 


Dear Mr. Priest: We have just received the attached statement with respect 
to chemical additives legislation now pending before your committee. While 
we understand the hearings have been completed, we hope it will be possible 
to have this statement included in the record as we believe it contains some 
constructive suggestions which may be useful to your committee. 

The statement is signed by Mr. M. J. McDonald who is manager of the trade- 
mark and patent division of Sunkist Growers. The statement, however, repre- 
sents the combined views of men from the several departments of Sunkist 
Growers and representatives of the University of California Citrus Experiment 
Station at Riverside, Calif. 

Very sincerely yours, 


Kart D. Loos. 
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STATEMENT OF M. J. McDonatp, MANAGER, TRADEMARK AND PATENT Division, 
SUNKIST GROWERS, ONTARIO, CALIF. 


CHEMICAL ADDITIVES LEGISLATION 


My name is M. J. McDonald. I am manager of the trademark and patent 
division of Sunkist Growers and my office is located at Ontario, Calif. Sunkist 
Growers is a cooperative marketing association handling citrus fruits grown 
2 California and Arizona. These fruits are marketed both in fresh and processed 
orms. 

This statement has been prepared as the result of discussions recently had by 
a group representing the fresh fruit, products and research departments of 
Sunkist Growers who met with representatives of the University of California 
Citrus Experiment Station of Riverside, Calif. They considered the 9 bills 
relating to proposed amendments of the Food and Drug Act namely H. R. 4475, 
5927, 7605, 7606, 7607, 7764, 8271, 8275 and 8748. 

The group agreed that there was need for legislation of the type represented 
by these bills, provided it can be enacted in a form that will not impose an 
undue or impossible burden upon producers. 

Of the nine bills, H. R. 8748 was considered to best represent the thinking of 
the group. It was agreed, however, that this bill would be objectionable along 
with the others unless amended as indicated below: 

Page 2, lines 5 and 6 should be changed to read as follows: “term does not 
include a pesticide chemical in or on a raw agricultural commodity as defined 
in section 201 (q) of this act; or such a pesticide chemical present in a proc- 
essed food as the result, through good manufacturing practice, of being derived 
from a raw agricultural commodity which complies with section 408 of this act 
provided that established tolerances when calculated to a nonaqueous matter 
basis are not exceeded in the processed food when similarly calculated ; or a food 
additive or treatment in use prior”. 

The Miller amendment takes care of pesticide chemicals as applied to raw 
agricultural commodities. H. R. 8748 as printed excludes pesticide chemicals 
either as applied to raw agricultural commodities or as they occur in processed 
foods. Pesticide chemicals in processed foods therefore fall under section 406 
of the Food, Drug, and Cosmetic Act. 

It is highly desirable to make the status of processed foods containing spray 
residues more definite and it is thought the above amendment will do so. 

Page 2, line 6, after ‘“‘additive”, insert “or treatment”. 

This insertion is needed in order to conform line 6 of page 2 with line 7 of page 
1, and to eliminate any possibility of doubt as to the intention to include treat- 
ments as well as additives under the grandfather’s clause. 

Page 2, lines 8 and 9, delete “or any substance approved for use in food by or 
under this act” and insert “or, with respect to a particular food or class of 
foods, any substance or treatment to the extent to which, prior to January 1, 
1956, its use in the United States in or on such food or class of foods was 
authorized or approved by any governmental agency or official pursuant to any 
law of the United States or any regulation promulgated thereunder; or any 
substance approved for use in or on a food by or under this act.” 

This insert is taken from lines 7 to 14, inclusive, page 2, of H. R. 8275, except 
that the words “or treatment” have been added and are necessary in order to 
exempt those substances or treatments which have been approved by any govern- 
mental agency or authority. 

Page 2, line 20, after “food”, insert “based on the content of nonaqueous matter”. 

This insert is necessary in order to realistically take into account the nature of 
the food involved in considering its intended use. It automatically provides that 
the percentage of new food additive permissible in a food such as a flavoring oil 
where the amount consumed would be small would be greater than the amount of 
such additive permitted in a fruit juice where the amount consumed would be 
greater. 

Page 13, line 12, after “be”, insert “used in or on foods”. 

It should be recognized that many food additives are commodities of commerce 
having other uses and that to prevent the sale of such commodities in interstate 
commerce merely because one of their uses is as a food additive would be onerous. 
It is firmly believed that the restriction should be on the food containing the 
additive rather than on the additive itself. 

It was the belief of the group that any bill in its final form should include para- 
graph (e), page 6, and paragraphs (g) and (h), page 7, of H. R. 7607. Para- 
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graph (e)-is needed in order to enable the user of a new food additive to challenge 
the opposition of the Secretary under the conditions set out in the paragraph. 
Paragraph (g) is necessary to protect processors by placing the responsibility on 
the suppliers rather than the purchasers of new food additives under the condi- 
tions outlined in the paragraph. This paragraph is particularly important to 
small producers who are not in a position to determine for themselves whether or 
not the new food additive they are purchasing is acceptable. Paragraph (h) is 
necessary in order that progress in the development of new and better foods and 
food products shall not be impeded by hampering investigational use. 

It was agreed that no fee should be charged by the Government in connection 
with the consideration of any application for approval of a new food additive 
The purpose of the proposed amendment is solely for the protection of the public 
and it is believed that the cost should be borne by the public. It was further 
felt that even in the absence of a fee the cost to the applicant of securing and 
presenting the necessary information would be considerable and that it is not 
unreasonable to expect the Government to at least bear the cost of considering 
the information presented without fee. It was also agreed that any direct 
costs borne by the processors would necessarily have to be passed on to the 
consumer, thus increasing the spread between what the farmer receives for 
his products and what the consumer pays for them. It has been learned in 
connection with the operation of the Miller amendment that such costs can be 
considerable. 

In addition to the specific recommendations set forth above, our group urges 
that the legislation to be enacted on this subject should not apply to raw 
agricultural commodities. We also believe that any bill enacted into law should 
definitely conform to the following principles: 

1. It should contain a grandfather's clause. 

2. It should not require a showing of usefulness. 

3. The cost of administering the act should be borne by the Government. 

4. The approval of new food additives should be general and should not 
require specific approval for each and every food to which it is added. 

We respectfully urge that the Committee on Interstate Commerce give fa- 
vorable consideration to the foregoing recommendations in drafting such legis- 
lation as the committee may conclude to report. If any of our group can be of 
assistance to the committee or its staff in the consideration of this subject. we 
will be glad to respond to any request. 





NATIONAL ASSOCIATION OF FROZEN Foop PACKERS, 
Washington 5, D. C., February 18, 1956. 
Hon. J. Percy Priest, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


Dear Mr. CHAIRMAN: The National Association of Frozen Food Packers de- 
sires to p!ace before your committee its views with respect to the proposals for 
food additive legislation to amend the Federal Food, Drug, and Cosmetic Act, 
which are currently the subject of hearings before the Subcommittee on Health 
and Science. The members of the association produce about 70 percent of the 
frozen vegetables, fruits, and juice concentrates processed in the United States, 
as well as very substantial quantities of other frozen foods. 

The: annual meeting of the association, held in conjunction with the national 
frozen food convention, was in progress in New York when the hearings on food 
additive legislation began. At that meeting, by a resolution of its board of 
directors, the association’s support of appropriate food additive legislation to 
protect the consuming public was formally recorded. The same resolution ex- 
pressed the opposition of the association to the licensing type of regulation rep- 
resented by the recent pesticide chemicals admendment to the Federal Food, 
Drug, and Cosmetic Act. 

In keeping with this position of the association, we urge the enactment by 
the Congress of the type of legislation proposed in H. R. 8275 and H. R. 8271 
introduced by you and Representative O’Hara, which provide that, in the event 
of disagreement between the producer of a food additive and the Food and Drug 
Administration as to the safety of the additive, a declaratory judgment may be 
obtained by either party from a United States district court, on the question of 
whether the additive has been adequately tested to show that it is safe for use. 
We believe that the extension to the vast and growing field of food additives of 
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the system of administrative rulemaking and very limited judicial review pro- 
vided by the pesticide chemicals amendment and some of the bills before your 
committee, is unnecessary to achieve the consumer protection sought by all, and 
that such protection will be achieved by the procedure proposed in H. R. 8275 
and H. R, 8271. We apprehend, moreover, that extension of the licensing type 
of regulation to food additives would serve as a precedent for even further 
expansion of administrative regulatory authority in the future. 

It does not seem appropriate to comment in detail, at this time, upon the 
bills under consideration or to suggest some of the changes which we feel would 
be desirable in H. R. 8275 and H. R. 8271. We respectfully request, however, 
that this letter be made a part of the record of the current hearings as reflecting 
the position of the National Association of Frozen Food Packers. 


Sincerely yours, 
LAWRENCE S. MARTIN, 


Secretary-Manager. 





THe NATIONAL GRANGE, 
7 Washington 6, D. C., February 10, 1956. 
Hon. J. Percy Priest, 
Chairman, House Committee on Interstate and Foreign Commerce, 
House Office Building, Washington, D. C. 

DEAR CONGRESSMAN Priest: The National Grange commends the action of 
your committee in considering legislation to further safeguard the public health 
through regulation of additives to foods and cosmetics. The use of additives 
has been increasing steadily in recent years and the safety of their use is cer- 
tainly an appropriate matter for legislative concern. 

In reviewing the language of H. R. 4475 and H. R. 8275, and also the content 
of the report from the Select Committee to Investigate the Use of Chemicals 
in Foods and Cosmetics, we reach the conclusion that much of this subject matter 
bears on questions of fact, or expert opinion, about which we may not be qualified 
to comment. Accordingly, we have decided not to testify before your committee 
with respect to these bills. 

There are certain policy considerations in the proposed legislation, however, 
about which we are prepared to comment. Both as farmers and consumers, 
Grange members across the Nation are vitally interest in the quality of food 
products offered for sale to the public. We of the Grange, as a matter of organ- 
ization policy, favor legislation and/or regulation that will make unlawful the 
sale of unsafe, adulterated, or misbranded food products. Similarly, we favor 
legislation and/or regulation that would prohibit false claims relating to such 
products. 

It is onr position that additives should not be used in food until it has been 
satisfactorily established that such use over long and short periods of time is 
beneficial to consumers and not harmful to the public health. 

The National Grange is well aware that farmers, as the original producers 
of food products, have an economic stake as well as a social responsibility in 
actions which would tend to assure the consuming public of safe, unadulterated, 
and correctly branded food products. Nothing should be done or allowed which 
would jeopardize the confidence of Americans in the health-giving quality ‘of 
their domestic food supply. 

We would appreciate it if you would have this letter placed in the record, 
if it is not too late. 


Respectfully yours, 
Herscuet D. Newsom, Master. 


Drue, CHEMICAL, AND ALLIED TRADES SECTION, 
New York Boarp or Trane, INo., 
New York 7, N. Y., February 16, 1956. 

Hon. J. Percy PRIEST, 

Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington 25, D. 0. 
Dear Mr. CHarRMAN: On behalf of the Drug, Chemical, and Allied Trades 
Section of the New York Board of Trade, Inc., I submit this statement to your 
committee in connection with the hearings now underway respecting chemical 
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food additive legislation. The DCAT, a trade association with over 800 member 
firms in all phases of the drug and chemical industry, and in almost every State 
in the Union, is vitally interested in the proposed measures before you. 

The DCAT has long been sympathetic to the view that before an additive may 
become an ingredient of food, the manufacturer’s test data on the safety of the 
additive should be submitted to the Food and Drug Administration, and that 
the Food and Drug Adminisration should be empowered to prevent in advance 
the use of food additives which have not, in its view, been adequately tested and 
shown safe for use. The essence of this principle is found in H. R. 8275, and 
we wish to go on record as supporting this measure. 

In addition, we would emphaize our support of the amendment to the grand- 
father clause of H. R. 8275 proposed by the Manufacturing Chemists’ Associa- 
tion, whose representative appeared before you 2 weeks ago; that is, we would 
insert after the word “Act” on page 2, line 15, of H. R. 8275, the following: 
“; or any substance which prior to January 1, 1956, was used in the United 
States in a particlar food or class of foods for the intended purpose”. 

We are inclined to the view that it is the wiser course to permit the manu- 
facturer to concern himself solely with the testing of new food additives rather 
than to burden him with the additional requirement of testing additives of long- 
established usage. 

Finally, we would express our opposition to the introduction of the concept 
of the usefulness of a food additive into legislation directed solely at the ques- 
tion of the safety of food additives. We would prefer that this concept, irrelevant 
here, be dealt with by the manufacturer as one of the many considerations enter- 
ing into his decision to market a given product. 

Respectfully yours, 
SypNey N. Stokes, Chairman. 


STATEMENT FILED ON BEHALF OF NATIONAL PAPERBOARD ASSOCIATION WITH THE 
HEALTH AND SCIENCE SUBCOMMITTEE OF THE HOUSE INTERSTATE AND FOREIGN 
COMMERCE COMMITTEE WITH RESPECT TO PROPOSALS To AMEND THE FEDERAL 
Foop, Dru@, AND COSMETIC ACT 


This statement is filed on behalf of National Paperboard Association pursuant 
to permission granted by the chairman, the Honorable J. Percy Priest, in letter 
dated January 30, 1956, addressed to Albert W. Luhrs, executive manager of this 
association. 

The National Paperboard Asscciation is comprised of some 117 companies 
which operate 189 paperboard mills. The industry manufactured over 14 million 
tons of paperboard last year in plants located in every part of the country. Some 
88 percent of this tonnage is represented in the National Paperboard Association. 
Of the total paperboard produced, a very substantial portion is used for the 
packaging of food. 

Paperboard is the principal packaging material which has made possible our 
modern, efficient, and sanitary food distribution. 

Qur industry has been and is well aware of its responsibility to provide safe 
packaging for foods. Neither the extensive Delaney committee hearings which 
thoroughly covered the entire ground, nor any other public investigation that we 
are aware of, has ever developed any suggestion that there is a public-health 
hazard with respect to paperboard packages for foods. 

We are filing this statement to express our concern that paperboard food 
packaging which has no substance added to it for the purpose of altering any 
quality or property of food might inadvertently be brought within the definition 
of “new food additive” in any recommended bill. This would be burdensome and 
eostly to the paperboard industry in requiring completely unnecessary pretesting. 
Any such cost would, of course, ultimately have to be borne by the consumer in 
the price of his food. 

We therefore respectfully urge that any new legislation recommended by your 
committee avoid putting any unnecessary burden as to such pretesting and to 
that end we suggest that any bill recommended by your committee adopt as its 
definition of “new chemical additive” a definition similar to the one contained 
in the bill proposed by Congressman Miller (H. R. 8748), which reads in part 
as follows: 

“(s) The term ‘new food additive’ means any substance or treatment used, 
directly or indirectly, in or on food for the purpose of affecting the appearance, 
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flavor, texture, or storage property of such food, or for the purpose of otherwise 
altering any quality or property of such food, which is * * *.” 
Respectfully submitted. 


NATIONAL PAPERBOARD ASSOCIATION, 
By T. N. Buianp, President. 


THE NATIONAL INDEPENDENT MEAT PACKERS ASSOCIATION, 
Washington, D. C., March 23, 1956. 
Subject: Food additives. 
Hon. J. Percy PRIEST, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 
Hon. JosepH P. O'HARA, 
Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 

GENTLEMEN: Our association has not participated in the recent food and drug 
hearings because jurisdiction over the ingredients in meat products has been 
vested in the capable Meat Inspection Branch of the Department of Agriculture. 
However, it has been the practice of the Meat Inspection Branch of late to refer 
some of their technical questions to the Food and Drug Administration, with the 
result that as a practical matter it is now the Food and Drug Administration 
that makes the real determination as to new ingredients in meat products. 

We have followed the several bills dealing with food additives and we are dis- 
tressed over the disagreements and what seems to be unnecessary confusion. May 
we submit to you gentlemen the suggestion that it is quite possible to arrive at 
a sound and adequate solution by a simple bill containing only 2 vital require- 
ments and making 1 simple change in the definition of “poisonous or deleterious 
substance.” This could be done as follows: 

Vital requirements: 1. In order to give maximum protection to the public 
every new additive must be adequately pretested before commercial use. 

2. Advance notice of new uses shall be given to the Food and Drug Administra- 
tion and, as to meat products, also to the Meat Inspection Branch. 

Revised definition: 3. A simple change should be made in the definition of 
“poisonous or deleterious susbstance” as applied to additives. Some materials 
are harmful when used in large quantities but quite harmless in minute quan- 
tities. The public will be adequately protected if the definition is modified so as 
to condemn such additives only when used in quantities or under conditions that 
are potentially harmful to the health of consumers. 

May we ask you two gentlemen, who have borne so much of the burden of this 
inquiry, to consider this suggestion as a simple way to avoid the confusion and 
complications which have thus far arisen. We are confident that a substantial 
degree of unanimity can be obtained if the legislative approach is simplified in 
this manner. 

Respectfully yours, 
Witevr LA Rog, Jr., General Counsel. 


Foop RESEARCH LABORATORIES, INC. 
Long Island City, N.Y. 
Representative J. P. Priest, Chairman, 
Chairman, Subcommittee on Health and Science, House Committee on In- 
terstate and Foreign Commerce, House Office Building, Washington, D. 0. 


Dear Sir: By way of identification I may say that for the past 80 years I 
have been connected with the Food Research Laboratories, Inc., an independent 
consulting and research organization, since 1934 as director. My training and 
experience has crossed the lines of food technology, nutrition, and toxicology, and 
so I have inevitably been drawn close to many of the problems associated with 
food additives now before your subcommittee. I have written and spoken much 
on the subject before both scientific and legal audiences as the enclosed reprints 
will attest. I am also a member of several association committees including 
the National Research Council’s subcommittee on food technology of the food 
protection committee. However the present comments are offered in my individ- 
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ual capacity, not as a representative of any clients, associations, or committees 
on which I hold membership. 

It was my privilege to listen to the hearings you so ably conducted on January 
31 to February 3 and on February 14. I was struck by the fact that while much 
was made of the complexity of the scientific issues involved, no representatives of 
the National Research Council, the American Public Health Association, nor 
indeed of any/scientific organizations (aside from the Food and Drug Admini- 
stration) presented testimony. This may have been unnecessary but it seemed 
to me, perhaps in retrospect, that at least one of the controversial subjects might 
have benefited from a scientists’ viewpoint, viz, the question of procedure for 
review of an adverse administrative ruling on safety. 

This may be a case of a scientist stepping in where lawyers fear to tread but 
for whatever it may be worth to your committee in its deliberations I should 
like to offer the following comments which, if you wish, may be entered into the 
record. 

Tremendous gains have been effected in the widespread acceptance by industry 
of the principle of mandatory pretesting and in the Food and Drug Administra- 
tion’s apparent acquiescence to liberalizing the law by virtual abandonment of 
the per se doctrine, both of which provisions are contained in the Priest-O’Hara 
bill (H. R. 8271 and 8275). Adoption of even a modified “grandfather clause” 
is likewise a great forward step. However the crucial question which, accord- 
ing to observers, bids fair to hold up this new legislation, is the matter of court 
review of administrative decisions as to the adequacy of safety evaluations. 

There seems to be agreement on all sides that this is a complex scientific ques- 
tion which some argue that scientists alone can “settle,’’ others that the issues 
can be decided by lay courts before which experts would establish their qualifica- 
tions and be subjected to cross examination as in patent cases. Cogent argu- 
ments were advanced by Judge Biggs for the judiciary and Mr. Goodrich for the 
Food and Drug Administration against de novo trial of these scientific questions. 
Nevertheless an appellate procedure which makes the Secretary’s unilateral find- 
ings of fact (if supported by substantial evidence) binding upon the court of ap- 
peals, would seem to vest too much judicial authority in the Administrator’s 
office. 

Hence I would like to present the case for interposing the option of scientific 
review of an Administrator’s adverse decision before proceeding with judicial 
review, in other words, to advocate fuller consideration of the provision for the 
ad hoc advisory committee contained in Dr. Miller’s bill (H. R. 8748) or, prefer- 
ably as described in the recently enacted section 408 of the Food, Drug, and 
Cosmetic Act. 

(I should mention that I was among those who urged this new departure in ad- 
ministrative procedure long before its adoption and have also had personal expe- 
rience with its operation in the only case where it has thus far been invoked.) 


Arguments for the Ad Hoc Advisory Committee of Scientific Experts 


1. The ad hoc committee procedure makes available the opinion of the Nation’s 
top-flight experts on any particular scientific question, no matter how specialized it 
may be. Their impartiality is assured by the manner of their selection (i. e. from 
a panel chosen by the National Academy of Science) and by the public responsi- 
bility they assume. Objectivity is further assured by the fact that their views 
are exposed to the judgment of their scientific peers. Sitting as a kind of 
scientific supreme court, committee members as a group abandon prejudices or 
partisan attitudes if perchance such might have existed. 

2. The FDA, we are given to understand, even now consults such experts in 
arriving at its opinion on difficult or controversial questions. However, these 
experts usually are anonymous, the approach is entirely one sided, and their 
views do not become a matter of record. 

3. The advisory committee does not supersede the authority of the Adminis- 
trator nor does it relieve him of his ultimate responsibility. It merely provides 
the petitioner with the opportunity to lay his case before an independent jury 
of scientific experts whose report and recommendations become part of the rec- 
ord for use in the event of appeal to the court. , 

4. Unlike judicial bodies, however, advisory committees, having been selected on 
the basis of their thorough knowledge and understanding of the scientific or tech- 
nological issues involved, are able readily to sift the wheat from the chaff in the 
evidence advanced for safety and hence expedite cases which might take many 
months to resolve in the courts. I respectfuly submit that a group of scientists 
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is better able to understand and assess technical data and to judge the credibility 
of scientific witnesses than are juries of laymen or even judges, however distin- 
guished they may be in their juristic capacity. 

5. Some of the questions the Food and Drug Administration is being called upon 
to decide are extremely difficult and involve judgments which may in the future 
have to be reversed. It is inevitable that under such circumstances extreme con- 
servatism has to be observed. But if the Administrator in arriving at his deci- 
sions is able to take into account the publicly expressed view of a body of eminent 
experts, he would have greater moral support for such “calculated risks” as his 
decisions might entail. He would be less subject to embarrassment in the eyes 
of the public in the event of a future reversal of policy, as in the cases of agenized 
flour, coumarin, and certified food colors. 

6. It has been said that the scientific questions are not too technical for the 
courts to handle. With this I would take issue. The problems are not, as one 
witness suggested, concerned with label representations or “honesty and fair 
dealing” where consumer reactions are involved. They deal rather with physi- 
ological responses of experimental animals, translation of effects from one species 
to another, intermediary metabolism, interpretation of biochemical analyses or 
pathological slides, and the like. They are difficult even for specialists to resolve. 
In lawsuits it is the opinion of the expert, his interpretation of the facts that 
the courts accept or reject, rather than the observations upon which they are 
based. Is this not the very reason that the judiciary is bound by.an Adminis- 
trator’s “findings as to the facts”? 

7. Whereas the Administrator would neither evade nor avoid his ultimate re- 
sponsibility, cumulative experience with ad hoc advisory committees would pro- 
vide him with invaluable guidance in the discharge of his obligation of making 
safety evaluations. The stature of the membership of such committees would 
help make decisions more palatable to the regulated industries. 

8. Recourse to ad hoc advisory committees would in practice almost eliminate 
the need for court review for the following reasons : 

(a) In the first instance most manufacturers acquiesce in the opinions of 
the Food and Drug Administration for reasons of policy and expedience. 

(b) Referral to an advisory committee would entail considerable expendi- 
ture of cost and effort with little apriori expectation of having the Adminis- 
trator reverse himself. 

(c) If the committee were to sustain the Administrator, the petitioner 
would be unlikely to gain much by going to court. 

(d) If the committee took an opposite view from the Administrator, the 
latter could reverse himself in which case there would be no occasion for 
appeal to the court. 

(e) Only if the Administrator held steadfast to his original opinion, de- 
spite the committee’s recommendation to the contrary, would a petitioner have 
to consider the advisability of further appeal. 

9. It has been argued privately that the Secretary could “stack” an advisory 
committee by selecting from the panel offered by the National Academy of Science 
experts believed to favor the views of the Food and Drug Administration. Its 
regard for the opinion of the scientific world, which the Food and Drug Admin- 
istration respects and esteems, as well as for public opinion would militate against 
such practice. In fact I personally believe it is more reasonable to expect that 
the Food and Drug Administration would lean in the opposite direction. 

10. Finally it may be pertinent to suggest that some of our outstanding scient- 
ists are repelled by the inquisitional atmosphere of a courtroom and find it an 
objectional arena in which to wage scientific battles. I feel sure that more 
and better scientists would be willing to offer themselves as experts if their 
deliberations were conducted on a more scientific plain around the table. It 
would be in the public interest to make available the greatest possible number 
of our best qualified specialists to help resolve these thorny scientific questions. 


itted. 
Beapecttully anle BERNARD L. OseEr, Ph. D., 


Director, Food Research Laboratories, Inc. 
(At 12:20 p. m., an adjournment was taken subject to call.) 


x 











